VOLUME 8 NUMBER 8 


r 


toy Vews Cosmetic ayy 


—_ 


Jowwwe 


AUGUST + 1953 


Authoritative English-Language Drug 


Compendia Supplementing Pharma- 
copoeias 
GEORGE URDANG AND GLENN SONNEDECKER 


A Brief History of the Inauguration 
of Food and Drug Legislation in 
Great Britain G. K. BEESTON 


See Table of Contents for Articles in This Issue 


©). COMMERCE CLEARING HOUSE rvssication@) 


PUBLISHED IN ASSOCIATION WITH THE FOOD LAW INSTITUTE, INC. 








The editorial policy of this JOURNAL ts 
to record the progress of the law in the 
field of food, drugs and cosmetics, and to 
provide a constructive discussion of it, 


according to the highest professional 


standards. The Foop DruG Cosmetic Law 


JoURNAL is the only forum for current dis- 


cussion of such law and it renders an im 
portant public service, for it is an invaluable 
means (1) to create a better knowledge and 
understanding of food, drug and cosmetic 
law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
While 


this law receives normal legal, administrative 


great remedial purposes. In short: 
and judicial consideration, there remains 
a basic need for its appropriate study as 
a fundamental law of the land; the JouRNAL 


is designed to satisfy that need. 


The Foop Druc Cosmetic Law Jour 
NAL 1s published monthly by Commerce 
Clearing House, Inc. Subscription 
price: $10 per vear, including a hand- 
some binder to hold one year’s issues. 
Single copies are $1 each. Editorial 
and business ottices, 214 N. Michi 
van Ave., Chicago 1, HL Printed in 
United States of America 


August, 1953 


Volume & @ Number & 


Entered as second-class matter D« 
1948, at the Post Offices 
Illinois, under the Act 
March 3, 1879. 


cember 30, 
at Chicago, 











Foop Druc COSMETIC LAW 
JOURNAL 









1953 





Table of Contents ...... August, 





Reports to the Reader 
About the Authors...In Congress . . . . . 483 






} Authoritative English-Language Drug eases Sup- 
plementing Pharmacopoeias 
George Urdang and Glenn Sonne ie *( ie r 







A Brief History of the Inauguration of Food and Drug 
Legislation in Great Britain . . . (:. k. Beeston 495 











Modern Progress in Public Health 


W. M. D. 


Palmer Dearing, 





Food and Nutrition Board [of the National Research 
Council] Recommendations in Regard to Public 
Hearings on Definitions and Standards of Identity 









for Foods [News Release, Dated May 1, 1953] . . 509 
The Effect of the Food, Drug, and Cosmetic Act on Pri- 

vate Litigation .. .. . . William I’. Woods 511 
Imitation Dairy Products . . . . . John I.. Hlarvey 527 






A Look at the Current Import Spice Picture 
F. 






K. Killingsworth 












VOLUME 8 NUMBER & 


Copyright 1953 by Commerce Clearing House, I: All Ry Reserve 








Food DruG COosMETIC LAW JOURNAL 


Editorial Advisory Board 





Cuartes Westey Dunn, Chairman. General Counsel for Grocery Manufacturers 
of America, Inc.; General Counsel for American Pharmaceutical Manu- 
facturers’ Association; Chairman of Section on Food, Drug and Cosmetic 
Law, New York State Bar Association; Chairman, Division on Food, 
Drug and Cosmetic Law, Section of Corporation, Banking and Business 
Law, American Bar Association; General Counsel for the World Medical 
Association, United States Committee; President, The Food Law Insti- 
tute, Inc.; Professor of Law at New York University 


Cart M. ANnvekrson, Vice President, International Division, Merck & Company, Inc. 


H. Tuomas Austern, Member of Covington & Burling; Counsel for the National 
Canners’ Association 


A. M. Davis, Counsel for Best Foods, Inc. 


James G. FLanacan, Vice President of and General Counsel for S. B. Penick & 
Company; Counsel for the Drug, Chemical and Allied Trades Section, 
New York Board of Trade, Inc. 


Ronert S. Gorpvon, General Counsel for National Dairy Products Corporation 


Harovtp Harper, General Counsel for National Wholesale Druggists’ Association; 
Member of Harper & Mathews 


James F. Hoce, Member of Rogers, Hoge & Hills; General Counsel for The 
Proprietary Association of America; General Counsel for the American 
Foundation for Pharmacentical Education; Chairman of Drug Com- 
mittee, Section on Food, Drug and Cosmetic Law, New York State Bar 
Association 


Grorce Link, Jr., Member of McKercher & Link; General Counsel for Gelatine 
Research Society of America; Secretary of Section on Food, Drug and 
Cosmetic Law, New York State Bar Association; Counsel and Trustee for 
New York Medical College, Flower Hospital, and Fifth Avenue Hospital 


Samuet A. McCain, Counsel for Corn Products Refining Company 
BrapsHAW MINTENER, Vice President and General Counsel, Pillsbury Mills, Inc. 


Huco Mock, Counsel for Toilet Goods Association; Chairman of Cosmetic Com- 
mittee, Section on Food, Drug and Cosmetic Law, New York State Bar 
Association 


Grorce H. Srptey, Vice President and General Attorney of E. R. Squibb & Sons 


Watton M. Wuee ter, Jr., General Counsel for Eli Lilly and Company 


Tue Eprrortat Apvisory Boarp advises on policies, subjects and authors 
It assumes no responsibility otherwise. Its members render this public 
service without compensation in order that the Foop Druc Cosmetic Law 
JourNAL may comply with highest professional standards. 





REPORTS 


TO THE READER 





About the Authors 


George Urdang has been director 
of the American Institute of the His- 
tory of Pharmacy since its inception 
in 1941, and was the first occupant of a 
special chair tor the history of phar- 
macy at the University of Wisconsin. 
Holder of various awards, recognitions 
and degrees, a “George Urdang Medal” 
was established in his honor last year 


His coauthor in writing “Authorita- 
tive English-Language Drug Compen- 
dia Supplementing Pharmacopocias,” 
Glenn Sonnedecker, holds that 


chair. 


now 


G. K. Beeston is an inspector of food 
and drugs, Department of National 
Health and Weltare, Canada. He is 
stationed at Victoria, British Columbia 


W. Palmer Dearing, M. D., was 


named Deputy Surgeon of the Publ 


Health May, 1948. This 
position was created in 1939, and he is 
the third officer to hold it. 


William P. Woods was a 1952-1953 
fellow in The Food Law _ Institute’s 
graduate program in food and drug law 
education at New York University, 
where he awarded the degree ol 
Master of 


Service in 


Was 


Laws im trade regulation. 


\ frequent contributor to the JouRNAI 
ot excellent articles, John ie Harvey 
Conimuissioner ot 


1951, He 


has been Associate 
Food and | 


is well known to our readers. 


Drugs since June, 


F. K. Killingsworth is in charge ot 
New York Dis 


Drug Adminis 


import 
trict of the 
tration. He has 


1933 


operations tor 
Food and 
been ino government 


service silce 





In Congress 


Factory  Inspections.—lI-nforceall 
factory-inspection authority was 
to the Food and Drug Administration 
by House Bill 5740, which was passed 
by the House of Representatives on 
July 16 and the Senate on August 3 
The bill was approved by the President 
(Public Law 217). 


granted 


on August 7 


“Aureomycin” Name Change.—' hie 
name “aureomycin” was changed to 
“chlortetracycline” by House Bill 5016, 
approved by the President on August 5 


The report of the House Committee 


and Foreign Commerce 


full text 


on Interstate 
tollows u 
Report by House Committee on In- 
terstate and Foreign Commerce to 
Amend the Federal Food, Drug, and 
Cosmetic Act in Order to Identify the 
Drug Known as Aureomycin by Its 
Chemical Name, “Chlortetracycline.”— 
HOUSK OF REPRESENTATIVES 
83p CONGRESS, IST SESSION 
Report No. 706 
Amending Sections 502 (1) and 507 of 


the hb deral Food 


Drug, and Cosmetic 
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Act in Order to Identify the Drug 
Known as Aureomycin by Its Chemical 
Name, Chlortetracycline 


Jury 6, 1953.—Referred to the House 
Calendar and ordered to be printed 


Mr. O'Hara of Minnesota, from the 
Committee on Interstate and Foreign 
Commerce, submitted the following 


REPORT 
[To accompany H. R. 5016] 


The Committee on Interstate and 
Foreign Commerce, to whom was re- 
ferred the bill (H. R. 5016) to amend 
sections 502 (1) and 507 of the Federal 
Food, Drug, and Cosmetic Act in order 
to identify the drug known as aureo- 
mycin by its chemical name, chlortetra- 
cycline, having considered the same, 
report favorably thereon without amend- 
ment and recommend that the bill do 


pass. 


PURPOSE OF LEGISLATION 


The sole purpose of this bill is to 
substitute the generic term “chlortetra- 
cycline” for the name “aureomycin” in 
sections 502 (1) and 507 of the Federal 
Food, Drug, and Cosmetic Act. 


Aureomycin is one of the antibiotic 
drugs which have proved highly useful 
in the treatment of When 
aureomycin was discovered in 1947, 
little was known of its chemical struc- 
ture. The drug firm which produced 
the new drug selected the name “aureo- 
mycin” because of the golden or yellow- 
ish color of the drug and its derivation 
from streptomyces, that time 
additional studies have been made and 
it is now agreed among chemists that 
the proper name of the drug, accurately 
describing the same, is “chlortetracy- 
cline.” 


disease, 


Since 


The change in name is desirable be- 
cause the Food, Drug, and Cosmetic 
Act should designate drugs by terms 
that are descriptive of their chemical 
structure rather than by fanciful or 
nondescriptive trade names, Further- 
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manufacturer’s 
descriptive 


more, the use of the 
trade name as a general 
term deprives the manufacturer of an 
opportunity to have “aureomycin” reg- 
istered as a trade-mark. 


There is no known opposition to this 
legislation, The report of the Food 
and Drug Administration recommend- 
ing enactment of this legislation reads 
as follows: 


DEPARTMENT OF HEALTH, EDUCATION, 
AND WELFARE, 


H’ashington, D. C., June 24, 1953 


Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate 
and loreign Commerce, 

House of Representatives, 
Washington 25, D.C. 


Deak Mr. CHatrMAN: This 
in response to your request of May 6, 
1953, for a report on H. R. 5016, a bill 
to amend sections 502 (1) and 507 of the 
Federal Food, Drug, and Cosmetic Act 
in order to identify the drug known as 
aureomycin by its chemical name, chlor 


letter is 


tetracycline. 

Public Law 164, 8Ist Congress, chap- 
ter 305, Ist session, amended sections 
502 (1) and 507 of the Federal l, 
Drug, and Cosmetic Act so as to include 
three new antibiotic drugs among those 
which must be certified by the De 
partment of Health, Education, and 
Welfare before they can legally be dis- 
tributed. One of these drugs was aureo 


Foor 


mycin, referred to as “aureomycin” in 


the text added to those sections by 
Public Law 164 and as “AUREOMYCIN” 
in the amended section heading of sec 
tion 507 of the act. The present bill 
would substitute the word “chlortetra 
cycline” for “aureomycin” (or for 
“AUREOMYCIN”) wherever the latter term 
now appears in the act. 

The drug “aureomycin” was developed, 
is patented, and is merchandised in the 
United States solely by the Lederle 
Laboratories, Division American Cy- 
Pearl River, N. Y. 

(Continued on page 544) 


anamid Co., 
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Authoritative English-Language 
Drug Compendia 


Supplementing Pharmacopoeias 


By GEORGE URDANG and GLENN SONNEDECKER 


Language and Customs Common to the United States and 
England Evoke Far-Going Mutual Consideration of Drug-Ref- 
erence Books. The Authors List and Differentiate Such Works 


: all countries that have officially issued or adopted so-called 
“pharmacopoeias,” these books of drug standards are naturally re- 
ferred to at first place in the legislation concerned with drugs and/or 
by the courts. It is understood, however, that the pharmacopocias do 
not cover all the drugs in use. On the contrary, they represent a rather 
limited selection of drugs agreed upon by the medical experts respon- 
sible for the scope of these books. As a consequence, there exist in 
quite a number of countries other more or less authoritative drug com- 
pendia supplementing the pharmacopoeias 

Everywhere, it was private authors who first tried to fill the gap 
Gradually, the professional associations considered it their duty to 
assume the reponsibility for such books of extended reference. It is 
understood that these association publications soon achieved a kind 
of semiofficiality. This has been all the more the case, the more these 
publications were made concordant with the respective pharmacopoeias 
and, without abandoning the character of a book of general reference, 
emphasis was laid on the provision of standards. In the great Anglo 
Saxon countries, the United States of America and Great Britain, 


485 
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professional associations entered the field of publication comparatively 


late. 
United States of America 


A circumstance peculiar to the American scene has to be kept in 
mind, as mentioned in the Foop Druc Cosmetic Law JoURNAL in an 
article, “The Development of Pharmacopoeias”:' “Being a private 
enterprise, the Pharmacopoeia of the United States of America has never 
been an ‘official’ pharmaceutical standard in the sense in which this 
term has generally been understood,” that is, the government neither 
issues it nor accepts the responsibility for its contents. It was this 
fact which made the United States of America the only country in the 
world having two books legally recognized as far as the standards for 
allopathic drugs are concerned, the United States Pharmacopocia and 
the National Formulary. Since there was no drug standard which was 
“official” as such, Congress could choose as legal standards for the 
drug trade any number and kind of books. 


National Formulary 


While the responsibility for the United States Pharmacopocia rests 
with the United States Pharmacopoeial Convention, and hence is 
shared in “cooperatively by all the professions, the pure and the applied 
sciences, the governmental agencies and the trade organizations 
entitled to membership in the Convention,” * the responsibility for the 
National Formulary is still carried—as it always has been—exclusively 





Dr. Urdang, Director of the American 
Institute of the History of Pharmacy 
Since 1941, Was Instrumental in the 
Founding of the World Organization of 
Societies of Pharmaceutical History 


'8 FOOD DRUG COSMETIC LAW * Kremers-Urdang, History of Pharmacy 
JOURNAL 83 (February, 1953). (Second Edition, Philadelphia, 1951), p. 
363. 
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Dr. Sonnedecker Has Been Secretary of 
the American Institute of the History 
of Pharmacy Since 1949. He Holds the 
Chair in the History of Pharmacy at 
the University of Wisconsin's School 





by the American l’harmaceutical Association, with the work done by 
the National Formulary Committee, the stati of the American Pharma- 
ceutical Association Laboratory, and numerous collaborators, espe 
cially from the ranks of the pharmaceutical manufacturing industry. 
\lthough both books are of like importance to the drug trade, the 
pharmacopoeia enjoys a certain priority as to the drugs listed. When- 


ever a drug is admitted—or readmitted—in the United States Pharma- 
copoeia, it is excluded from admission to the National Formulary 


Founded in 1888 as the National Formulary of Unofficial Prepara 
tions, the title was changed to National Formulary when, by the terms 
of the Federal Food and Drugs Act of 1906, both the United States 
Pharmacopoeia and the National Formulary were designated as legally 
recognized standards for the trade in drugs. The Director of the 
Laboratory of the American Pharmaceutical Association and Chair 
man of the Committee on National Formulary, Justin L. Powers, has 
given an excellent account of the “History, Significance and Future 
of the National Formulary.” * There he points to the fact that: 

while considerable authority to promulgate standards is conferred by the 
Act [Federal Food, Drug, and Cosmetic Act of 1938] upon the American 
Pharmaceutical Association and its Committee on National Formulary, adequate 
checks and safeguards against arbitrary or scientifically unsound specifications are 


also provided 


New and Nonofficial Remedies 
There are some analogies between the National Formulary and 


New and Nonofficial Remedies. Both are association production oth 








“31 FOOD DRUG COSMETIC LAW 
QUARTERLY 577 (December, 1946) 
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are prepared by special groups of people to whom the tasks concerned 
are assigned. Both have been based on the work of especially estab- 
lished laboratories in which considerable drafting of tests and stand- 
ards for drugs has been done.* However, they differ fundamentally in 
their purposes. As shown above, the National Formulary, as a reference 
book with the main task of supplementing the United States Pharma- 
copoeia, was founded on no other principle for the admission of drugs 
than the frequency of their use, and it is still following this principle 
extensively. Its purpose is that of offering adequate information. The 
New and Nonofficial Remedies, on the other hand, was created in 1905 
and developed for a very special purpose: the fight for medicoethical 
aims in the consumption of drugs embracing no other principle for 
the admission of drugs than the compliance or lack of compliance of 
their manufacturers with the rules set up by the Council on Pharmacy 
and Chemistry of the American Medical Association. 


As this council stated in its “official rules,” published in 1909, ° it 
was organized “primarily for the purpose of gathering and disseminat- 
ing such information as would protect the medical profession in the 


prescribing of proprietary medicinal articles.” These articles and their 
advertising, labeling and naming, and even the general policies of the 


“e 


firms concerned had and have to comply with “definite rules” in order 
to be admitted, that is, to be described as to their essential features 
“in the annual publication of the Council, the New and Nonofficial 
Remedies (N. N. R.).” The council explicitly stated that “the admission 
of an article does not imply a recommendation. It means only that no 
conflict with the rules has been found by the council.’ In later years 
this admission has been given a tangible confirmation by the introduc- 
tion of an “official seal of the council,” the use of which on packages 
and in advertising is permitted, to quote the wording used since 1951, 
“only for those products accepted for inclusion in New and Nonofficial 
Remedies.” 

Since 1951 the “official rules” published in the New and Nonofficial 
Remedies have been preceded by an explanation of the “purposes and 
activities of the Council on Pharmacy and Chemistry” elaborating in 
some detail the dangers that the council wants to combat. After stating 


*The American Medical Association Association (Practical Pharmacy Edition 
chemical laboratory and its work have 253-255 (1947). 
been described by the director of the 5 New and Nonofficial Remedies (1909), 
laboratory, Albert E. Stowell, Jr., in 8 pp. 7-16. 

Journal of the American Pharmaceutical 
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that “the primary purpose of the Council is to encourage the practice 
of rational therapeutics,” the explanation goes on as follows: 


It is recognized that the public has a legal right to practice self-medication, 
but the Council believes that only certain products may be so used with reason- 
able safety and intelligence. These products are defined in the rules, 

In general the Council disapproves of the advertising of medicinal prepara- 
tions to the public for treatment of disease conditions for the obvious reason 
that it promotes dangerous self-medication. Misdirected and inadequate treat- 
ment, both internal and external, failure to recognize serious disease until too 
late tor effective treatment, the spread of infectious disease when hidden from 
the physician, description of symptoms in advertising leading to erroneous self- 
diagnosis, unconscious formation of drug habit, and the possibilities of inducing 
allergic and other undesirable reactions of the skin and other organs are potential 
hazards created by inadvisable seli-treatment. These dangers apply similarly 
to the naming of diseases and therapeutic indications on labels which may fall 
into the hands of the patient. However, the Council recognizes that certain 
label instructions are necessary for the safe and proper use of those articles 
defined in the rules as safe to advertise to the public 


At the end of the introductory part of the New and Nono fficial 
Remedies (1952, pages xli-xlii), the council lists and explains the func 
tions of “other bodies and governmental agencies regulating drug 
products and their advertising,” stressing the fact that: 


The Council on Pharmacy and Chemistry [of the American Medical Asso 


ciation], a voluntary group with no- official standing, has since its formation 


cooperated closely with these agencies whose objectives are similar to those of 
the Council. 

The agencies listed are the Food and Drug Administration, the 
Federal Trade Commission, the United States Public Health Service, the 
United States Treasury Department, the Post Office Department, the 
United States Vharmacopoeial Convention and the American Pharma 
ceutical Association, the latter two as the agencies responsible for 
the issuance of the l nited States Pharmacopocia and the National Formu 


lary, respectively. 


In the Kremers-Urdang //istory of Pharmacy, * the New and Non- 


official Remedies has been characterized as follows: 


For many products, inclusion in the volume represents the preliminary stage 
before their introduction into one of the “official” books. For other products, 
inclusion in the New and Nonofficial Remedies implies admission to the recognized 
materia medica of the American medical practitioner . . These annual pub- 
lications hold a position of pharmaceutical importance second only to that of 
the legally recognized pharmaceutical publications, the United States Phar- 
macopoeia and the National Formulary 





® Cited at footnote 2, at p. 380 
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Accepted Dental Remedies 


The dental counterpart to the New and Nonofficial Remedies, the 
Accepted Dental Remedies, the eighteenth edition of which appeared in 
1953, is likewise an association publication. The preface of the book 


contains the following information : 


Accepted Dental Remedies is published annually under the immediate supervi- 
sion of the Council on Dental Therapeutics of the American Dental Association. 
This book is designed to be both a listing of commercial products which are 
currently accepted . . . by the Council and also a description of nearly all of 
the official and non-official therapeutic items which are of demonstrated use- 
tulness in dental practice. 


It is the emphasis on advice for the practice in general (a brief 
guide for “prescription writing,” comprehensive “literature references,” 


directions for the sterilization or disinfection of dental instrumenis, 
discussion of weights and measures, etc.) in the Accepted Dental Rem 
edies and the lack of specified standards for the drugs listed that 
constitute the most obvious difference between the book issued by 
the American Dental Association and that of the American Medica! 
Association. As to the censorship executed, the dental book follows 
rather closely its older medical sister, including the permission to use 


a “seal of acceptance.” 


United States Dispensatory 


In the sixteenth century, when the word “dispensatorium”™ came 
into general use as a book title, its meaning did not differ from that of 
“pharmacopoeia.” It was in England that the term “dispensatorium” 
became the designation for a kind of commentary that embraced the 
text of the respective pharmacopoeia or pharmacopoeias. 


There were some English dispensatories in common use in the 
United States before the creation of an American pharmacopoeia,’ 
and the first dispensatory issued in 1806 by an American author, Dr. 
John Redman Coxe of Philadelphia, and called -Imerican Dispensatory 
came near being @ reprint of Andrew Dunean’s (]r.) New /dinburgh 
Dispenstory of 1905. The first distinctly American dispensatory was 
that published in 1810 by Dr. James Thacher under the name . /irerican 
New Dispensatory. |t was based on The Pharmacopoeia of the Massa- 
chusetts Medical Society, published in 1808.5 After the appearance of 


7 Kremers-Urdang, work cited, at pp * Kremers-Urdang, work cited, at p. 323 
319, 368. 
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the first edition of the United States Pharmacopoeia in 1820, Coxe as 
well as Thacher made this book the basis of their comments and sup- 
plements. Neither Coxe’s nor Thacher’s work, however, survived the 
issuance of the United States Dispensatory, the first edition of which 
appeared in 1833 and whose twenty-fourth edition was published in 
1947 (Volume 1) and 1950 (Volume IT). 


From the very beginning this dispensatory was not limited to 
“explanatory comment” on the United States Pharmacopoeia and on 
the English pharmacopoeias but, to quote from the preface to the first 
edition, the “almost untouched .. . pharmacy of continental Europe” 
was also considered. Throughout the ensuing 120 years, the aim has 
been an encyclopedic reference book of universal importance. The 
latest edition (27 x 19 em.) comprises more than 2,500 pages with two 
columns on each page. The first volume has been devoted to drugs 
listed in the United States Pharmacopoeia, the British Pharmacopoeia and 
the National Formulary. In the second volume “there are included 
drugs and preparations not official in the United States or Great 
Britain, but which, for several reasons, demand admission to an en- 


cyclopedic work of this nature.” More emphasis than before has been 


put on “a discussion of therapeutic uses and dosage.” Another new 
feature is the inclusion, in the case of drugs marked under various 
distinguishing trade-marks or trade-names, of the name of the manu 
facturer or distributor of the particular brand. An entirely new section 
deals with veterinary medicines offering, to quote again from the 
preface, “an authoritative source of information concerning such drugs.” 


\lthough the United States Dispensatory never has become fed 
erally legalized or an association publication, it has always been 
regarded as an “authoritative” source of information. For several 
decades the book enjoyed about the same authority as the one on 
which it was mainly based, that is, the “Convention”-approved United 
States Pharmacopocia. Up to the eleventh edition (1858), the same men 
who carried the main responsibility for the “Convention”-book, George B 
Wood and Franklin Bache, simultaneously edited the United States 
Dispensatory. After the death of Wood in 1879—Bache had died in 
1864—another man close to the pharmacopoeia work, Joseph IP. Rem 
ington, took Wood's place until he died in 1918 shortly before the 
publication of the twentieth edition. The names of Charles La Wall 
(1937) and Arthur Osol (from 1943 to date) have not only appeared 
in the respective ('nited States Dispensatories but have likewise been 





PAGE 492 FOOD DRUG COSMETIC LAW JOURNAL—AUGUST, 1953 


listed among those active in one capacity or another in the work on 
the United States Pharmacopoeia. 

There were, between 1879 and 1916, some attempts at competing 
with the United States Dispensatory: the National Dispensatory (1879- 
1896), the National Standard Dispensatory (1905-1916) and the Com- 
panion to the United States Pharmacopoeia (1884-1887). These rather 
short-lived books assume only a historical interest. 


Great Britain 


It is understood that the medium of language and general custom 
common to England and the United States of America has made for 
a rather far-going mutual consideration of the reference books on 
drugs. While from other countries only those items or ideas have been 
taken over that were of special novelty and interest, the English litera- 
ture in the field has always found attention in the United States of 
America. As to the “official” standards a close cooperation between 
the United States and the British pharmacopoeia committees has grad- 
ually become a matter of agreement. 


It is noteworthy that the two great British drug reference books 
in existence have been “Published by Direction of the Council of the 
Pharmaceutical Society of Great Britain,” and hence carry the “semi- 
officiality” of association publications. It has to be stressed, however, 


that only with regard to the British Pharmaceutical Codex has this ““semi- 


officiality” been deliberately emphasized. 


British Pharmaceutical Codex 


The first British Pharmaceutical Codex, issued in 1907, was de- 
scribed as “an Imperial dispensatory for the use of medical practi- 
tioners and pharmacists, since it contained information on all drugs 
and medicines in common use throughout the British Empire.” * In 
the 1934 edition the scope of the Codex was extended considerably : 

to provide a more uniform standard and guide to the composition of 
numerous medicaments which, although in fairly constant demand, were not 
included in the British Pharmacopoeia because of their similarity in action to other 
drugs, or because their use as remedies had not vet received general acceptance, 
or their value for the treatment of a particular disease had not been confirmed.” 

The first paragraph of the introduction to the 1949 edition of the 
British Pharmaceutical Codex ™ reads as follows: 





* British Pharmaceutical Codex (1949), ” Cited at footnote 9, at p. X. 
p. TX. ™ Cited at footnote 9, at p. XV. 
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While the British Pharmaceutical Codex remains a book of reference for phar- 
macists and medical practitioners, it now places greater emphasis on the provision 
ot standards tor drugs and preparations not included in the British Pharmacopoeia 

The requirements and tests given in the British Pharmaceutical Codex 1934 
for such standards have been revised and extended and are now set out in a 
systematic manner under the heading “Standard.” The Food and Drugs Act, 
1938, states that, if a person sells to the prejudice ot the purchaser any food o1 
drug which is not of the nature, or not of the substance, or not of the quality, 
of the food or drug demanded by the purchaser he shall be guilty of an offence 
The Act provides no standard by which the quality may be determined. ‘The 
British Pharmaceutical Codex is commonly regarded in a similar manner in rela 
tion to substances included in it but not in the Pharmacopoeia 


Since there is, furthermore, a “general agreement whereby mono 
graphs deleted in the course of the latest revision of the Pharmacopoeia 
are retained in the Codex,” '* there is—in its practical effect—quite a 
similarity between the United States National Formulary and the 


British Pharmaceutical Codex. 


Extra Pharmacopoeia (Martindale) 


The title page of this voluminous work carries the remark “Incor 
porating Squire’s Companion.” Accordingly, the last edition of the 
Extra Pharmacopoeia has been based not only on the book published 
since 1883 under the same title in not less than 20 editions by William 
(father) and William Harrison (son) Martindale, but likewise on 
“Squire's Companion to the British Pharmacopoeia” edited from 1864 to 
1916 (in 19 editions), first by Peter Squire and later by his sons, A. H. 
and P. W. Squire. The Pharmaceutical Society of Great Britain ac- 
quired the copyright of Martindale’s Extra Pharmacopoeia in 1934, that 


of Squire’s Companion in 1948, The preface to the 1952 (twenty-third) 


combined edition states the following: 


The incorporation of Squire’s Companion has not necessitated any alteration 
in the contents or style of the Extra Pharmacopoeia, since the two books were 
so nearly parallel in their scope and in their manner of presentation 


This “scope and manner of presentation” has been described in 
the preface (page IX) as follows: 


the aim throughout succeeding editions has remained unchanged, namely, 
to provide for practising physicians and pharmacists a convenient book of 
reference on matters pertaining to the composition, properties, and uses of all 
substances, official, unofficial, and proprietary, used in medicine and pharmacy 
Indeed, among books of reference on materia medica the Extra Pharmacopoeia 


~ 8 Cited at footnote 9, at p. XX. 





PAGE 494 FOOD DRUG COSMETIC LAW JOURNAL—AUGUST, 1953 


is probably unique in its breadth of outlook, not only in respect of the drugs 
and chemicals described in its pages, but also in respect of its sources ot 
information. 

We are furthermore told that the new editions of “all foreign 
pharmacopoeias” are studied, everything new and of interest in “the 
world scientific literature . . . incorporated in the form of brief mono- 
graphs or abstracts” and, as far as proprietaries are concerned, “every 
effort is made to include details of all worth-while products.” 


There are undoubtedly similarities between the Extra Pharma- 
copoeia (Martindale) and the United States Dispensatory in scope, in 
volume and even in various details. As to their scope, both cover about 
the same areas expected (to quote once again from the preface to the 
latest edition of the United States Dispensatory) in “an encyclopedic 
work of this nature.” As to size, both contain in their latest editions 
more than 2,500 pages subdivided into two volumes. As to details, here 
and there emphasis has been put on a discussion of therapeutic uses 
and doses and, with regard to proprietaries, the maker's name. Where 
necessary the name of the distributor has been listed. In the proprie- 
tary field the similarity becomes still more obvious through the fact 
that in the last edition of the British book “the increasingly prominent 


part played by American research workers in the introduction of 
therapeutic agents is reflected in the much larger number of American 
proprietaries included... .” (Page XIV.) 


Summary 


There have been quite a number of “authoritative English lan- 
guage drug compendia supplementing pharmacopoeias.” Only one of 
them, the American National Formulary has, in the United States, been 
made a legal standard for the drugs listed, side by side with the United 
States Pharmacopoeia. The others, with only one exception—the United 
States Dispensatory—enjoy the “semiofficialitv” that goes with issuance 
by representative professional associations. The United States Dispen- 
satory, finally, has through its long history derived its renown from the 
quality of the men who have authored the work and from the close 
connection that its authors always have had with the making of the 
American primary “official” book, the United States Pharmacopoeia 


[The End] 





A brief History of the 


Inauguration of Food and Drug 


Legislation in Great Britain 
By G. K. BEESTON 


The Author, an Inspector of Food and Drugs, Department of National 
Health and Welfare, Canada, Acknowledges Owen Posigate Fowler's 
Permission to Use Documents Discovered Among Family Possessions 
by a Descendant of the John Postgate Referred to in This Article 


Early History of John Postgate 


TWAS IN 1820, in Yorkshire, England, that John Postgate, one of 

a large family, was born. To help himself he left school at the age 

of 11, and entered the service of a firm of grocers and wine merchants 
It was in this employ that he first noted the infamous practice of adul 
teration, which then was almost universal. Tea was passed through a 
mill— together with the leaves of some British plant, cottee was mixed 
with chicory, and mustard was added to give piquancy to the mixture. 
Other articles were mixed with cheaper substances to increase bulk 
and to reduce price. It was when he noted the addition of lead to wine, 
during process of bottling, with no regard to the poisonous character of 


the mixture that, in astonishment and disgust, he gave up his position. 


He next became engaged in the surgery of a firm in Scarborough, 
Yorkshire. Here his intelligence and industry induced the firm to 
article him to the medical profession for a term of years. Recollection 
of the adulterations he had seen in his former occupation led him to 
try to discover whether the drugs used in the surgery were similarly 
sophisticated and, with this end in view, he studied chemistry and bot 
any. After qualifying and proceeding to apply his knowledge, he 
found, among other iniquities, that scammony was rendered compara 
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tively useless by being mixed with chalk; milk of sulphur failed as a 
laxative because of adulteration by sulphate of lime; and compound 
extract of colchicum was so easily tampered with that it could be 
bought at any price from 12s to 28s per pound. 


Postgate worked industriously at this time to perfect himself— 
rising at 5 a.m. to pursue his studies in winter and, in summer, search- 
ing out the plants themselves and investigating their properties and 
uses. At the age of 17 he wrote and published a valuable paper on 
“Rare Plants and Their Properties.” At 18, upon completion of his 
five-year articled term, the firm engaged him as an assistant. In 1840 


he was appointed assistant apothecary to Leeds Public Dispensary, 
having studied at Leeds School of Medicine. At the public dispensary 
he followed up investigations into the quality of the drugs supplied, 
with the result that he found nearly all were impure. 


Public Analyses and Discoveries of Adulterations 

His license to practice as a member of the Society of Apothecaries 
was obtained by Postgate in London in 1843. He later became a mem- 
ber of the Royal College of Surgeons of England and, after obtaining 
various degrees and holding various important positions in his chosen 
field, he settled in Birmingham in 1852 to commence his life’s work in 
earnest. For many years from this time on he was known as the per 
sistent advocate and unceasing worker in the cause of prevention of 
adulteration of food and drugs. Works and papers of his included “A 
Few Words on Adulteration,” and “The Adulteration of Food, Drugs, 
Etc., and the Mode of Prevention,” as well as articles in regard to sani- 
tary practice, 

In Birmingham, the practice of adulteration of foods and drugs was 
found to be rampant. Among adulterations found was bread, with alum 
to an extent to cause heartburn, flatulency and constipation. This 
was one of the glaring instances. An instance, however, which led to 
action was that of a woman seized with alarming illness after drinking 
coffee. On boiling the coffee a black solution was found to be pro- 
duced, indicative of some noxious ingredient. It was then that Post- 
gate took up the matter of a general Act of Parliament in respect to 
prevention of adulteration in food and drugs. All that could be accom 
plished at the moment, however, was the appointment of a committee 
of inquiry, which committee—after investigation—reported that adul- 
teration prevailed to a great extent so that “not only is public health 
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endangered and pecuniary fraud committed on the whole community, 
but public morality is tainted and the high commercial character of the 
country is seriously lowered, both at home and in the eyes of foreign 
countries.” 


This committee enumerated the leading articles found to be adul 
terated: arrowroot mixed with potato and other starches; bread adul 
terated with potatoes, plaster of Paris, alum, and sulphate of copper: 
coffee, with chicory, roasted wheat, beans and mangel-wurzel ; cocoa, 
with arrowroot, potato flour, sugar and some ferruginous red earths; 
cayenne pepper, with ground rice, mustard hulk colored with red lead 
Venetian red and turmeric; lard, with potato flour, mutton suet, alum 
carbonate of soda and caustic lime; gin, with grains of paradise, sul 
phuric acid and cayenne: porter and stout (though sent out by the 
breweries in a pure state), with water, sugar, treacle, salt, alum, coculus 
indicus, grains of paradise, nux vomica and sulphuric acid ; snutl, with 
various chromates, red lead, lime and powdered glass; opium, with 
poppy capsules, wheat flour, powdered wood and sand: confectionery 
with plaster of Paris and other similar ingredients, colored with pug 
ments of a highly poisonous character; and acid drops, purporting to 
be compounded of jargonelle pear, ribstone pippin, lemon, ete. with 


essential oils, containing prussic acid or other dangerous ingredients 


Postgate was examined three times betore this committee. He 
handed in a detailed scheme for suppression of this vile system, from 
which scheme or suggestions the committee drafted its report. Hts 


services were acknowledged at a public meeting 


Commencement of Legislation 


In 1856 the committee presented its report. From that time on 
Postgate devoted much time to this matter. Meetings were organized 
in all the large towns, and at these meetings specimens of foods and 
drugs bought in each town were publicly analyzed upon the platform 
The average result was that two thirds of the products examined were 
found to be adulterated. These facts were made known to cabinet 
ministers, members of Parliament, scientists, mayors of cities and towns 
the medical profession and the press. Ina letter to the M/orning /lerald, 
Postgate affirms that “a person guilty of a pernicious adulteration is a 
criminal, and should be dealt with accordingly, and the man who adul 
terates a drug, thereby endangering life, defeats justice if he escape 


transportation.” 
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In the following year, 1857, a bill was brought before Parhament, 
by the member to whom Postgate had gone when the matter of forma- 
tion of the investigatory committee had been taken up. This bill was 
entitled “A Bill for preventing the adulteration of articles of food and 
drink.” It received a first reading, following which tremendous oppo- 
sition to it was encountered. On the day appointed for a second read- 
ing of the bill, the House was crowded with traders, who used such 
influence with members that no support was forthcoming when the 
question was put to the House. The bill had to be withdrawn. There- 
upon, Postgate persistently urged the question upon both Lord 
Palmerston and Lord Derby, with little success until 1858. 

It was then that a fatal mistake on the part of a druggist’s boy at 
Bradford awakened public opinion fully to the enormities of the sys- 
tem of adulteration and eventually led to legislation on the subject. It 
appears that about five pounds of peppermint lozenges, adulterated with 
arsenic, instead of the usual plaster of Paris, were sold in the market 
place of that town. The vendor had ordered lozenges from a confec- 
tioner at 7d per pound, the usual price being Is 2d. The maker sent for 
plaster of Paris to use as an adulterant, according to the price. The 
druggist’s boy, going to the wrong cask, brought back arsenic, which 
was duly mixed in with the other ingredients in manufacture. Some 
400 people partook of the lozenges, of whom 17 died within a day or 
two, while the remainder suffered horrible agony. Vostgate seized 


upon this occurrence as a potent weapon in his fight. Finally, in 1860, 


an act was passed which, though weak and altogether permissive, was 
nevertheless a step in the right direction. 


Further Acts 


The Act of 1860 was followed by other acts in 1872 and 1875. At 
length, after 25 years of hard work and sacrifice, Postgate had the 
satisfaction of knowing that through his efforts his country’s laws 
branded the adulterator as a criminal, and visited the crime with condign 
punishment. However, as so often happens, Postgate received no 
material reward as a crusader. He received no government recogni- 
tion nor any appointment arising out of implementation of the acts. 
Nine bills had been presented to Parliament, many miles traveled and 
professional prospects sacrificed. [The End] 


QO 





Modern Progress 


IN PUBLIC HEALTH 


By W. PALMER DEARING, M. D. 


This Article Includes Considerations of the Interests, 
Individuals and Professions Concerned with Public-Health 
Work, and the Vital Role Continued Studies Will Play in 
Fighting Diseases and in Raising Nutritional Standards. 
It ls Derived from an Address at Emory University on May 7 


APPRECIATE THE OPPORTUNITY to be with you today 
| and I am honored to be asked to deliver this opening address, 
First, | would like to bring you greetings from Dr. Scheele, Surgeon 
General of the Public Health Service, who takes great pride in serving 
as one of the public trustees of The Food Law Institute. As many of 
you may know, Dr. Scheele is in Geneva as head of the United States 
delegation at the sixth World Health Assembly. Incidentally, you 
may be interested to know that many of the topics you will be con 
sidering here are also high on the list for discussion at that assembly 
The health of all the people of the world is intimately bound with the 


production of an adequate and safe food supply. 


One of the reasons I am glad to be at this meeting is the variety 
of professions and groups represented here. In this day of specializa 
tion and subspecialization, the opportunity to stop outside one’s own 
immediate backyard comes too infrequently. We fall victims to a kind 
of professional inbreeding. We need the discipline of meeting with 
other groups, other professions, other interests. We need a cross 
fertilization of ideas and the stimulus of a fresh look at our activities, 


whatever they may be. 


This is one of the major contributions of The Food Law Institute 
and, particularly, of this meeting. Represented here are physicians 
and research scientists, educators and industrialists, government officials 
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The Author Is Deputy Surgeon Gen- 
eral of the Public Health Service 





and law students. This insures not only a spirited kind of meeting, 
but a many-sided and well-rounded one. It is a reflection, I think, of 
two things-—-that health is of concern to everyone and that measures 
to safeguard and promote health merit the united effort of many pro 


fessions and many groups. 


Much of the health progress made in recent years can be traced 
to a recognition of these factors. Health agencies could not have 
accomplished what they have without the combined support of many 
individuals and groups not traditionally associated with public health 
practice. ‘The foresight, imagination and constructive efforts of groups 
such as this have contributed substantially to the common goal. 


You have asked me to talk today about modern progress in public 
health. I want to emphasize recent research progress, with some 
emphasis to food and nutrition. Before I do so, however, | would like 
to take a few minutes to summarize the work of the Public Health 
Service and to deseribe its place in the total pattern of health services 


in this country. 


The Public Health Service, now a constituent unit of the new 


Department of Health, Education, and Welfare, began its life 154 vears 


ago when the federal government took action to safeguard the health 
of our merchant seamen. Today our programs include direct medical 
and hospital care for certain categories of federal beneficiaries: the 
conduct and support of research in medical and related sciences ; and 
assistance to the states and communities in the prevention and control 
of disease and the development of hospital and related facilities. We 
also provide aid to other federal agencies, and to public and private 


organizations, im the form of expert personne] and consultant services 
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In this connection, | might point out how we work with another 
unit of the Department of Health, Education, and Welfare with which 
you may be more familiar—the Food and Drug Administration. It 1s 
obvious that our activities touch at many points and that close collabora 
tion is necessary. On request of the FDA, for example, the Public 
Health Service may conduct applied research on the effects of certain 
insecticides and pesticides on foods and food products. In cooperation 
with state and local agencies, we work together on the development 
of standards for biological, pharmaceutical and similar products. 


As our name implies, our method and philosophy is “service.” 
The regulatory activity of the Public Health Service, such as our 
quarantine functions and the inspection and licensure of biological prod 
ucts, constitutes an important part of our statutory responsibilities. 
Sut it is only a part. Most of our services are technical, advisory and 


supporting in nature. 


As a public ageney, we are responsive to the many groups con 


cerned with the health of the people. Thus, the Public Health Service 


is one member of a nation-wide health team, which includes the 
medical and related professions, state and local health departments, 
voluntary agencies, educational and research institutions, hospitals, 
and industry and labor—all of which together serve the cause of 


human health. 


Public Health Primarily Concern of State and Local Governments 


Health services themselves are primarily the concern of the state 
and local communities. The local communities operate the clinies and 
laboratories, inspect the restaurants, and disseminate health-education 
material. Particularly, the regulatory function in public health ts 


rimarily a state and local responsibility rather than a federal one 
] , | ; 


Law and public health are intertwined at many points. Local 
codes and ordinances support Community sanitation measures, The 
fact that these and similar ordinances exist is a sign that public health 
is recognized as a social and community responsibility. Yet we have 
to guard against the notion that regulations and the mere exercise of 
police power can solve our health problems. Happily, this kind of 
thinking is not as current today as it once was, when the police fune 


tion was indeed the major function \ctually, regulations are not the 
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end of public health progress but are simply the formal expression of 
an enlightened public desire for action. Education is the real tool 
of such progress. 


In the public health field, education precedes regulation and some- 
times supersedes it. The people had to want immunization and vaccina- 
tion to combat infectious diseases; these measures could not be forced 
on them. Similarly, today, nutritionists must work with the people to 
encourage desirable diet habits and adequate nutrition intake. 


People and Professions Participating in Health Work 


One of the manifestations of health progress in this country is 
the great growth in the numbers and kinds of people and professions 
involved in health work. In view of the complexities of today’s health 
problems, the trend toward broader popular interest and awareness 
must be extended, for awareness brings response and understanding. 
Above all, it brings participation—by community and civic groups, by 


voluntary agencies and by industry and commerce. 


Let us consider some of the changes over the past 50 years. The 
L'nited States can now look forward to new accomplishments from an 
advanced position in public health. The epidemic diseases, which were 
major killers at the turn of the century, have been conquered or brought 
under control. Twenty-one years of life have been added to the average 
expectancy. Childbirth no longer holds great terrors, and our children 
are taller and stronger than their ancestors. We have a great store- 
house of knowledge on the prevention and treatment of infectious 
diseases. Modern techniques in medicine, surgery and anesthesia have 


made possible life and health to millions. 


Industry Contributions to Research 


At this point, I might mention the substantial investment of 
industry in this vital area of national health. The drug, chemical and 
related industries have made important contributions to public health 
research. Some of the research institutes maintained by individual 
companies are helping to extend fundamental knowledge. In applied 
research and development, the contributions of many pharmaceutical, 
biological, chemical and food-producing firms are outstanding. To 
industry we owe the development of advanced methods for the produc- 
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tion of penicillin and other antibiotics. The mass-production methods 
of industry have made possible the world’s supply of these life-saving 


substances. 


The development and widespread use of the antibiotics is a tribute 
to research science and to industry. The new “wonder drugs” are best 
known for the improvements they have effected in medical care and the 
treatment of illness. What is not so generally recognized, perhaps, 1s 
their contribution to public health practice. Therapeutic measures can 
now be used to prevent certain diseases on a general basis: moreover, 
in almost all cases these drugs shorten morbidity and prevent the com 
plications of disease. For example, the eradication of syphilis through 
mass penicillin therapy now looms as a distinct possibility. Penicillin 
also prevents relapses from rheumatic fever, thus promising to reduce 
the incidence of rheumatic heart disease. Many antibiotics have in 
fact become part of the armamentarium of public health and preventive 
medicine. 

The revolutions in therapy made possible through recent advances 
in medical science are not limited to the antibiotics. Hormonal agents, 
blood constituents, anticoagulants and antihistamines are now with us, 
some still needing intensive study and evaluation, Many, however, are 
already being used with dramatic effect. Hormone therapy in arthritis 
and rheumatism is a case in point. Anticoagulants are being used to 
combat coronary artery disease, one of the most serious and intractable 
heart conditions. In fact, some public health laboratories are making 
the tests which help physicians to control the treatment of their pa 


tients with these agents. 


New Remedies to Fight Old Diseases 
New antimalarial drugs have been developed, giving hope of more 
effective prophylactic treatment to rid mankind of this age-old scourge 
Eneouraging reports within the past few months justify hope that 


effective preventive vaccines for poliomyelitis may be available in the 


near future. At the same time, the reported efficacy of gamma globulin 
in reducing the incidence of paralytic polio gives us additional reason 
to believe that pediatricians and family physicians may soon have some 
useful immunizing agents in their hands. 

I think we can also anticipate close collaboration among the pro 
fessional societies, the industrial organizations and the health services 
in some of the critical health and disease problems which have not vet 
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been solved. The problems are undoubtedly well known to you—the 
aging of our population with the accompanying increase in degenera- 
tive diseases, and the health hazards associated with our chemical and 
industrial environment. To win new victories in these fields, we need 
new knowledge of the adult human being and the diseases which afflict 
him. The expansion of medical research since the close of World War 
II is evidence of the public interest in science and in the problems 


which directly affect our lives. 


I would like to cite again, as an example of public interest and 
professional collaboration, one of the most satisfying public health 
achievements of the past decade: the high level of syphilis control 
attained in this country. This is the result of knowledge gained through 
research, penicillin provided by the productive genius of industry, and 
application by private physicians and public health agencies. There 
was a time—and it was very recent, indeed—when we had to rely 
chiefly on public clinics and rapid-treatment centers because of the 
complexities of the long-term treatment of syphilis. Now every physi- 
cian is in effect a venereal-disease officer, treating patients in his office, 
while state and local health departments maintain supporting services 


of case finding, contact tracing, referral, and treatment of some patients. 


The goal of the medical and public health professions in such dis 
cases as cancer, heart disease, arthritis, rheumatism and many others 
is to attain just such levels of control. IT have dwelt on progress 
through research. But progress would not have been possible without 
the active support and the productive work of the medical profession. 


The private practitioner of medicine stands in the front line in the 


advance of health and the conquest of disease. Thus public health 
agencies continue to work with all those who support the unremitting 
search for techniques that may be applied on a wide scale and for 
therapies that may ultimately be placed in the hands of the general 


practitioner, as well as the specialist. 


Outlook for Continued Progress in Future 
In medical science we may expect new advances as striking as 
those of the past decade within the foreseeable future. Possibly as 
many new agents as we have today are already on the way. Certainly 
the science of nutrition—-and the research activities of the food indus- 
tries—holds great promise not only for the solution of many disease 
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problems, but for the knowledge that may help keep us vigorous and 


productive. 


Back of every advance in public health lies a series of steps: first 
the long and patient search for the basic principles underlying health 
and disease ; then the search for effective agents and techniques; then 
careful laboratory testing; and finally clinical trial. All of us know, 
however, that substantial improvement of public health would not 
result unless the new agents are produced according to high standards 
and are made available in sufficient quantities at reasonable prices. 


We know, too, that the complex nature of modern therapeutic 
agents and the dangers accompanying their indiscriminate use call for 
adequate protection of the public—not only at the point of retail sale 
of drugs, but also in their use by physicians, dentists and other thera- 
pists. Cooperation by the industries, the professional associations, the 
basic research institutions, the hospitals and the government is essen 
tial for the maintenance of adequate safeguards. 


Human Nutrition—Progress, Problems, Possibilities 


I now want to turn briefly to one of the most complex scientific 
and social problems of our time—human nutrition. The nutrition pic 
ture in this country is certainly a bright one. Yet there are still serious 
problems to solve, to say nothing of the real possibilities of nutrition 
research. 


In this country, the application of nutritional science has con- 
tributed materially to our present high levels of health. We produce 
more food, Our diets are more varied and nutritious. We are secure 
in the knowledge that most food reaches us in a safe and pure condition. 
The frankly nutritional-deficiency diseases, such as pellagra, rickets 
and goiter, have declined steadily over the past two generations. Food 
enrichment programs have helped prevent disease and improve our 


diets. 


Nonetheless, nutrition problems are by no means a thing of the 


past in the United States. These range from borderline nutritional 


deficiency on one end of the scale to obesity and gross mismanagement 
of food on the other. Some of the problems increase in significance as 
various measures lengthen the life span and raise the proportion of 
older people in the population, Obesity, for example, is associated with 
a high mortality from chronic diseases frequent among the older-age 
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groups—conditions such as diabetes, cardiovascular diseases, cirrhosis 


of the liver, and certain forms of arthritis and cancer. 


Obesity Now a Major Problem in Nutrition 


Obesity has, to a degree, replaced the vitamin deficiency diseases 
as a major nutrition problem in this country. About one fourth of our 
adults are sufficiently overweight to impair their health. The signifi- 
cance of this is apparent from the fact that the mortality rates among 
the overweight group are well above average at every age, and rise 
steadily with increasing weight. Obesity may not cause other diseases, 


but it is certainly a dangerous relative. 


The science of nutrition—including research and the application 
of nutrition knowledge—is certain to play an important role in the 
attack on this and similar health problems. The most recent findings 
point to new advances based on clearer and fuller understanding of 
biochemical and metabolic relationships in the human organism. For 
example, basic and definitive studies are going forward on vitamin 
B-12 and folic acid, and on the chemistry of amino-acid metabolism. 
Of like significance are other projects on nutritional deficiencies in 
men, on vitamin-hormone relationships and on certain enzyme systems. 


Within the past two years a B-vitamin known as the citroverun 
factor has been isolated. This may prove useful in preventing some of 
the serious toxic effects which now occur in the treatment of leukemia. 
When further knowledge of the chemical structure and physiological 
effects of this new vitamin is gained, scientists may be able to obtain 
a new insight into the causes of general malnutrition and the anemias. 


Research in Effect of Food upon Aging Process 


Research relating common food practices to the process of aging 
is under way in a number of institutions. In studies aided by Public 
Health Service grants, cholesterol—a fat-like substance found in many 
foods—has been associated with arterial disorders and damage to the 
heart itself. As a result of such studies new approaches are being 
explored to research on arteriosclerosis, as well as other diseases. Sci- 
entists at the Public Health Service’s National Institute of Health are 
continuing their efforts to determine the biologic mechanism through 
which a deficiency of choline—another common food constituent—may 


damage the kidney and liver. 


yh eet 
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The study of arthritis has been hampered by lack of a method for 
producing the disease in experimental animals. Recently, however, 
osteoarthritis, one of the prevalent forms of this disease, has been 
induced in experimental animals by dietary means, and with interest- 
ing results. The animals receiving a fat-enriched diet aged more 
quickly and showed an increased incidence of osteoarthritis. On the 
other hand, this disease occurred less frequently among those fed a 
protein-enriched diet. 


Numerous other studies, going on in public and private labora- 
tories throughout the country, are delving into the secrets of the ef- 
fects of food upon life and health. I would like to tell you of just one 
in the area of applied research. 


The Pan American Sanitary Bureau is conducting a study of the 
effect of vegetable protein supplemented by synthetic vitamin B-12 on 
the growth and development of undernourished children. This study 
is of particular interest in its far-reaching implications for world health 
As you know, one of the principal problems confronting health author 
ities in underdeveloped countries is the deficiency of protein—particu 


larly, high-quality protein—in the average diet. 


To supply this protein through meat, milk and eggs ts often impos 
sible in view of the low per capita income in these countries. Animal 
products are, of course, our richest source of protein—yet this source 
is expensive and a drain on the productive capacity of the land. In 
order to conserve the land, it may be less extravagant to use basic 
vegetable sources for our supply of protein for human consumption. 
If, therefore, scientists are able to add a specific substance to vegetable 
protein and make it as effective as animal protein for the growth and 
development of children, it will represent a tremendous advance not 
only for Central Americans, but for people in all underdeveloped coun 


tries. 


You will be interested to know that special facilities and plans are 
being developed for nutrition studies in the new Clinical Center of the 
National Institutes of Health. This center, scheduled to admit its first 
patients this summer, will foster an integration of laboratory and clin 


ical research, with special emphasis on the chronic diseases. \ respira 


tory chamber is being designed for research in energy metabolism, and 


the center's special kitchens for metabolic studies are nearing comple 
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tion. Among the first projects will be a study of individual differences 
in the utilization of foods, with a view to throwing light on the origin 


of obesity. 


Vital Role of Nutrition Studies in Raising Living Standard 


In the studies which I have singled out for comment here, you will 
note the suggestion that increased knowledge of nutrition is funda- 
mental to the solution of many of our major health problems. I am 
thinking now not merely of the frankly deficiency diseases but of those 
chronic disorders, such as cancer and heart disease, not associated in 
the public mind with nutrition. We know that nutritional disorders in 
early life may result years later in serious health problems. Lut the 
corollary is that a proper diet contributes to healthful, productive 
adulthood and old age. Viewed in purely economic terms, the knowl- 
edge we have gained has made us a more productive people and has 
led to higher purchasing power and increased consumption. In short, 
nutrition research has played—and will continue to play—a tremen- 
dously vital role in raising the standard of life in America. 


The developments I have discussed all emphasize a point I have 
already made: Progress along the whole health front has been achieved 
through the combined efforts of many groups. The medical profes- 
sions, industry, agriculture, our colleges and universities, voluntary 
agencies, government—all have played an indispensable part. 


Today we can be sure that science is laying the groundwork for 
another forward thrust in human health. If we are to benefit fully from 
the past achievements and the future promise of research, all elements 
of society must plan together and work together toward that goal. 


[The End] 


PERSONNEL CHANGES IN THE DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Russell Raymond Larmon has been confirmed by the Senate as As 
sistant Secretary of the Department of Health, Education, and Weltare 
Fordyce W. Luikart, Chief of the Examining and Placement Division of 
the Civil Service Commission, has been named Deputy Director of 
Administration of the department. Donald M. Counihan has been 
named an assistant to Secretary Hobby, and will serve as Legislative 
Liaison Officer of the department. 

Jack B. Beardwood, assistant to the Secretary since last February 1, 


has resigned. 





FOOD AND NUTRITION BOARD [OF THE NATIONAL RESEARCH 

COUNCIL] RECOMMENDATIONS IN REGARD TO PUBLIC HEAR- 

INGS ON DEFINITIONS AND STANDARDS OF IDENTITY FOR 
FOODS [NEWS RELEASE, DATED MAY 1, 1953] 


HE Food and Nutrition Board of the National Research Council 

appointed in October, 1951, a Committee on Detinitions and Stand 
ards of Identity for Foods, with the following membership: H. be. O 
Heineman, G. E. Hilbert. J. M. Hundley, Hl. kK. Murer, Ik. M. Nelson, 
B. ik. Proctor, P. E. Ramstad, H. E. Robinson and R. R. Wilhams, 
chairman. The committee thus comprised three members from gov 
ernment, three from industry and three from academic institutions 
Mr. Roy H. Walters later replaced Mr. Murer and Dr. J. R. Matchett 
succeeded Dr. Hilbert 


This committee was charged with the duty of studying the utility 


of and the necessity for food standards, their effect upon research and 


development of new food products, and the burden and cost of Food 
Standards Hearings upon government and industry and, further, of 
suggesting remedies for defects discovered, which might imperil the 
integrity and safety of the Nation's food supply or undermine the etice 
tive enforcement of our national Food, Drug, and Cosmetic Act 

The committee, after considering many proposals and after con 
sultations with various interested and informed persons, has made 
several recommendations to the board which it believes will be help 
ful in solving the problems which are involved. Some of these recom 
mendations have to do with means of reducing the number of hearing 
for standards-making purposes, as well as the cost and duration of 
such hearings. Others have to do with the liberalization and broaden 
ing of the scope of temporary permits to market meritorious new prod 
ucts which deviate in various ways from existing standards. Still 
others contemplate a greater degree of informal consultation between 
the FDA and industry before new standards are formally proposed 

It is believed that each of these methods offers promise of facil 
tating the introduction of meritorious new food products without haz 
ard to the integrity of our food supply. The details of some of these 
measures are still under study, and a report concerning them will issue 
in due course, 

However, the committee has become convinced that certain amend 


ments of the present law are desirable in the interest of reducing the 
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number and duration of food-standards hearings. The board under- 
stands that various versions of proposed amendments to the Federal 
Food, Drug, and Cosmetic Act are under consideration or in prepara- 
tion for submission to Congress. Some of these proposals aim at the 
objectives which its committee has recommended to the board. 


The board regards the proper formulation of legislation as beyond 
its competence and does not wish to express itself in favor of a particu- 
lar text of legal language or to suggest all safeguards which may be 
necessary to preserve private rights in the American tradition against 
arbitrary exercise of authority by government. 


Yet the board does wish to express the view that the determina- 
tion of the safety of new chemical additives in foods should be made 
initially by a scientific body and by scientific methods independent of 


hearings on food standards. 

The board also wishes to express the conviction that our Food 
and Drug Administration has won the confidence of American food 
industry to a remarkable degree by its long record of performance of 
its duty in high integrity and technical competence. Scientific deter 
mination of the safety of new chemicals proposed for use in foods 
should be provided for apart from standards hearings by new legisla 
tion which will not cause conflict with the authority of the Food and 
Drug Administration and which will assure the right of reasonable 
court review to private industry and private persons. 

The resolution of facts in regard to the suitability of new chemi- 
cals proposed for use in foods separate from food-standards hearings 
will be of great aid in curtailing the length of hearings. Hearings 
should also be reduced in number by omitting them when no genuine 
controversy arises which needs to be resolved. 

Hence, the Food and Nutrition Board, in formal session, has 
adopted the following recommendations of the committee : 

That the board, for the purpose of expediting food standards 
hearings, goes on record as favoring: (1) the exclusion from food-standards 
hearings of matters relating to the determination of safety of new inten- 
tional chemical additives for use in foods, provided, however, that other 
adequate procedure is first established for the testing and prior approval of 
such ingredients ; and (2) provision for the issuance or amendment of food 
standards without hearings in cases in which no protest arises following due 


public announcement of such proposals. 





The Effect 


OF THE FOOD, DRUG, AND COSMETIC ACT 
on Private Litigation 
By WILLIAM P. WOODS 


A Practical Question Raised by Operation of the 1906 
and 1938 Legislation Is Researched in This Study from 
The Food Law Institute Program at New York University 


ene widespread regulation of the food! industry by statute is a 
comparatively recent development in American jurisprudence. Al- 
though it was by no means the first legislation to deal with this vital 
element of the economy, the federal Food and Drugs Act of 1900° 
marked the beginning of an era in which government—both at a local 
and a national level—was to take increased cognizance of the necessity 
of maintaining watchful supervision over the public food supply. .\s 
a result of this increased legislative activity, we find existing today a 
vast network of statutes and regulations within which those engaged 
in manufacturing, shipping and distributing the Nation's food are 
obliged to operate. 

The purpose of governmental supervision of this industry is the 
protection of the public.* To accomplish this purpose, the various stat 


utes have prohibited the manufacture, distribution or sale of articles 
of food which are considered either actually or potentially harmful to 
aconsumer, Violations of these provisions have, in some statutes, been 
declared criminal and made punishable by fine, imprisonment or both; 
the offending articles are often made subject to governmental seizure 
and confiscation ; and the equitable remedy of injunction has in many 
cases been made available to make future violations of the law even 





' This paper is not exclusively concerned pose of the bill is to protect the public, 
with sales of food When problems con- to protect the mothers and children, to 
cerning drugs, devices or cosmetics are protect the citizens.’' Hearings on S. 1944, 
reached, they will be discussed. 73d Cong., pp. 277-278 “The Act as a 
234 Stat. 768. and following (1906) whole was designed primarily to protect 
Rik the purpose of this bill is not consumers.”"" U. 8. v. Sullivan, 332 U. S. 
primarily to control industry The pur- 689, 696 (1948). 


511 





FOOD DRUG COSMETIC LAW JOURNAL—AUGUST, 1953 


The Author, a 1952-1953 Fellow in 
The Institute's Graduate Program, 
Is a Member of the New York Bar 





more unlikely. Each of these enforcement proceedings is instituted, 
in the usual case, by the public prosecutor. 

Although by far the greater part of the American food supply is 
of the highest quality, the volume of enforcement litigation testifies to 
the fact that violations of the food laws do occur.*’ The procedures 
alluded to above are utilized to punish these violations, to obviate the 
possibility that objectionable material will reach the consumer and 
to prevent future violations. Nevertheless, on occasion, a violation of a 
food statute or regulation results in the injury, economic or personal, 
of a purchaser of food, whether that purchaser be the ultimate con- 
sumer or a dealer intending to make a resale. It is the purpose of the 
following discussion to outline the effect of federal legislation supervis- 
ing commerce in food on the outcome of private litigation involving 
food product liability. Both sales to the consumer and sales to one 


who intends to resell the food will be considered. 


Negligence Actions 
It has been in negligence actions that most use of statutory food 
mandates has been made by private litigants. Since privity between 
the plaintiff and the defendant is not a prerequisite for actions based 
on negligence,’ such a cause of action is often the only course open 





‘Under the federal statute alone, 1,692 of contract was early recognized in the 
legal actions were instituted in the fiscal ease of articles inherently dangerous to 
year 1950-1951. In the following year, human life or safety. The exception has 
1,929 such actions were instituted. See the been extended to include articles which, 
Annual Report of the Food and Drug Ad- while not in their nature inherently dan- 
ministration for 1951 and for 1952. gerous, become so if negligently con- 

* ‘An exception to the general rule that structed or prepared and it is now 
the manufacturer or vendor of personal generally agreed that foodstuffs are in one 
property is not liable for negligence in the or another of these categories.’" Note, 4 
construction or sale of a chattel to a third Fordham Law Review 295, 296 (1935) 
party with whom he stands in no privity 
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to an injured purchaser of food who wishes to hold the manufacturer 
or producer of the offending article lable but who has made his pur 
chase from an intermediate seller. The burden of establishing the 
negligence of the defendant in such a case, although often made ex- 
tremely light by the application of the doctrine of res ipsa loquitur,® may 
be too onerous for the plaintiff to bear.’ It is in this situation that the 
food statutes may come to the plaintiff's rescue. 


The question as to whether a statute, criminal in nature, imposes 
civil liability on one who violates it has engendered much discussion.* 
For present purposes, it suffices to state that American courts have 
taken one of two positions on the effect of a statutory violation on 
private litigation concerning food product liability where negligence 
is asserted. The majority of jurisdictions have adopted the view that 


such a violation is “negligence per se.” * In these states a plaintit! need 
only prove that the defendant has violated a statute and that, as a 


result, the plaintiff was harmed in a manner which the statute was 
intended to prevent.’® Defendant's knowledge of the defect in his 
product ts immaterial and his only defenses are proof of plaintiff's con 
tributory negligence '' and disproof of causation. This imposition of 
“absolute statutory liability” has been criticized as being foreign to 
the theory of negligence and being more closely allied with liability 


for breach of warranty." 


® Bissonette v. National Biscuit Company, * Donaldson v. Great Atlantic & Pacific 
100 F. (2d) 1003 (CCA-2, 1939): Blount v. Tea Company, 186 Ga. 870, 199 S. E. 213 
Houston Coca-Cola Bottling Company, 184 (1928); Kelly v. John R. Daily Company 
Miss. 69, 185 So. 241 (1939); Seale v. Coca- 56 Mont. 63, 181 Pac. 326 (1919): Catala 
Cola Bottling Company of Lexington, 297 nello 1% Cudahy Packing Company, 27 
Ky. 450, 179 S. W. (2d) 598 (1944): Paoli- N. Y. S. (2d) 637 (1941), aff'd, 264 App 
nelli v. Dainty Food Manufacturers, Inc., Div. 723, 34 N. Y. S. (2d) 37 (2d Dept 
322 Ill. App. 586, 54 N. E. (2d) 759 (1944); 1942): Great Atlantic & Pacific Tea Com 
Southwestern Coca-Cola Bottling Company pany v. Hughes, 131 Ohio St. 501, 3 N. E 
v. Northern, 65 Ariz. 172, 177 Pac. (2d) 219 (2d) 415 (1936) McKenzie 1 People’s 
(1947) Baking Company, 205 S. C. 149., 31S. E 

* Armour & Company v. Leasure, 177 (2d) 154 (1944) 
Md. 393. 9 Atl. (2d) 572 (1939): Gunter v "The duty imposed upon the vendor 
Alexandria Coca-Cola Bottling Company, is one which extends to the public con 
Litd., 197 So. 159 (La. App., 1940): Rogers sidered as a composite of individuals ane 
v. Coca-Cola Bottling Company, 156 S. W if the plaintiff sustained some special in 
(24) 325 (Tex. Civ. App., 1941): Clow v jury by reason of defendant's violation of 
Denver Coca-Cola Bottling Company, 115 the statute, his right to recover cannot be 
Colo. 351, 173 Pac. (2d) 888 (1946): Jordan questioned."’ Kelly v. John R. Daily Com 
v. Coca-Cola Bottling Company of Utah, pany, cited at footnote 9, at p. 328 of 
218 Pac. (2d) 660 (Utah, 1950). opinion 

"Thayer. “Public Wrong and Private '' Prosser Contributory Negligence 
Action.”" 27 Harvard Law Review 317 Defense to Violation of a Statute,’ 
(1914): Lowndes, “‘Civil Liability Created Minnesota Law Review 105 (1948) 
by Criminal Legislation,”’ 16 Minnesota 2 Dickerson, Products Liability and the 
Law Review 361 (1932); Morris, ‘‘The Re- Food Consumer, (1951) pp. 73-76 
lation of Criminal Statutes to Tort Lia- 
bility,’’ 46 Harvard Law Review 453 (1933) 
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A few states have taken the position that the violation of a food 
statute, although not negligence per se, is admissable in civil litigation 
as evidence of negligence.'* The effect of this evidence on a jury whose 
sympathies in all likelihood lie with the injured consumer is not diffi- 


cult to picture. 

It has been on the basis of violation of state food laws that the 
private litigation discussed above has arisen. It is interesting to note 
that the original draft of what was to become the Copeland Act, which 
was submitted to the Seventy-third Congress as S. 1944, contained an 
express provision giving a right of action for damages to any person 
for injury or death proximately caused by a violation of the Act. This 
provision was omitted from S$. 2000 when that bill superseded S. 1944, 
and did not appear in any of the subsequently introduced bills or in 
he federal Act in it final form. Neither the Food and Drugs Act of 
1906 '* nor the Federal Food, Drug, and Cosmetic Act of 1938 '* has 
played a notable role in negligence litigation involving injuries inflicted 
by defective food '* and, because of the growing number of states which 
have adopted Copeland-type statutes, it seems that reliance on the 
federal law for recovery of damages for injuries in an action based on 
negligence will become even more infrequent in the future. 


Warranty Actions by Purchasers Who Resell 

The Uniform Sales Act, which has been adopted by a large ma- 
jority of the states, excludes all implied warranties of quality or fitness 
of goods supplied under a contract to sell or a sale except those spe- 
cifically mentioned in the Act.’ The most important of these implied 
warranties are those of merchantability and of fitness for a particular 
purpose, Although these warranties are enumerated separately in the 
Sales Act, when they are applied by the courts to retail sales of food 
it becomes difficult to discern any practical difference between them. 
The chief distinction between the warranty of merchantability and 





Welter v. Bowman Dairy Company, as one cause of action in negligence that 
318 Ill. App. 305, 47 N. E. (2d) 739 (1943); the defendant, a distributor of canned 
Millace v. John P. Squire Company, 306 crab meat, had violated the 1906 fed- 
Mass. 515, 29 N. E. (2d) 26 (1940): Flynn eral Food and Drug Act. The Appellate 
v. Growers’ Outlet, 307 Mass. 373, 30 N. E. Division of the New York Supreme Court 
(2d) 250 (1940) did not pass on the issue of whether such 

“34 Stat. 768, and following (1906). a violation would be negligence per se. 

"52 Stat. 1040, and following (1938), but ruled that, since the sale to the plain- 
21 USC Secs. 301, and following (1946). tiff had taken place in New Jersey. the 

“In Hopkins v. Amtorg Trading Com- plaintiff should have introduced evidence 
pany, 265 App. Div. 278, 38 NYS (2d) of New Jersey law on that subject. 

788 (ist Dept., 1942), the plaintiff asserted " Uniform Sales Act Sec. 15 
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that of fitness for a particular purpose is the element of the buyer's 
reliance on the skill and judgment of the seller which is an essential 
part of the warranty of fitness. But, when dealing with cases involving 
foods, the courts have been willing to hold that a buyer at retail im- 
plicitly makes known the purpose for which he purchases the food and 
relies on the judgment of the seller in making that purchase.'* More- 
over, merchantability, when applied to food, has often been equated 
with “fitness for human consumption.” ™ 


When a sale of food is made for the purpose of resale by the buyer, 
the emphasis of the implied warranties of fitness and of merchantability 
is shifted. Ultimately the food must be suitable for consumption, but 
the immediate interest of the buyer is that the food be suitable for 
resale. But here, also, the two iniplied warranties have been so applied 
that their practical etfects are many times indistinguishable and the 
language of various courts in dealing with this problem has not been 
helpful in making any distinction.*” A leading writer states that when 
‘ordinary use,” there are many 


the goods sold are to be put to their 
sales in which the so-called twin warranties amount to 


“ 


precisely the 


same thing.” *? 


Nevertheless, situations do arise when the distinction between the 
warranty of merchantability and the warranty of fitness for a particular 


purpose assumes great importance. A well known example of such a 


situation involving a retail sale to the ultimate consumer is the case 
of Kyan v ‘2 There the New York Court of 
\ppeals found that the defendant retailer had broken his warranty 
of merchantability by selling bread in which a pin was imbedded, but 
the fact that the plaintiff customer had ordered the bread by its brand 


rame ruled out a warranty of fitness. A recent federal case, Smith 7z 


Great Atlantic & Pacific Tea Company, ** presents a similar fact pattern 
where the buyer had contemplated resale of the food product pur 


- 6 

"Rinaldi wv Mohican Company, 225 unmerchantable.”” Parker v. 8. G. Shaa- 
N. Y. 70, 121 N. E. 471 (1918); Sapiente v hahan & Company, 244 Mass. 19, 22. 138 
Waltuch, 127 Conn. 224, 15 Atl. (2d) 417 N. E. 236, 238, (1923). (Italics supplied.) 
(1940): Boneberger v. Pittsburgh Mercan- As they (red marrow beans) could not be 
tile Company, 345 Pa. 559. 28 Atl. (2d) 913 cooked they were not merchantable be 
(1942): Martin v. Great Atlantic & Pacific cause not fit for the purposes for which 
Tea Company, 301 Ky. 429, 192 S. W. (2d) red marrow beans are bought and sold.’ 
201 (1946) Lexington Grocery Company wv. Vernay 

™ Graustein v. Wyman, 250 Mass. 290. 145 167 N. C. 427, 429, 83 S. E. 567, 568 (1914) 
N. E. 450 (1924); Aron v. Sills, 240 N. Y ' Prosser The Implied Warranty of 
588, 148 N. E. 717 (1925) Merchantable Quality.’’ 27 Minnesota Lau 

”“ It was enough to show its [candy’'s] Review 117, 133 (1943) 
unfitness for the purpose for which it was 7255 N. Y. 388. 175 N. E. 105 (1931) 
bought: that is to say that it was in fact 75 F. Supp. 156 «(DC Ark., 1948) 
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chased. The plaintiff had contracted to purchase a shipment of spinach 
from the defendant. The contract provided that a certificate of an 
inspector of the United States Department of Agriculture, stating the 
grade and quality of the spinach, should be attached to the invoice and 
that any dispute concerning the quality and grade of the spinach should 
be submitted for settlement to the United States Agricultural Market- 
ing Service. The s::nach was shipped from Arkansas to Florida, 
where, after it had been received by the plaintiff, it was seized by the 
federal government. It was later condemned as adulterated under the 
Food, Drug, and Cosmetic Act for it was contaminated with plant lice 
and therefore unfit for food. The plaintiff sued for breach of warranty 
to recover the price paid for the spinach. The district court held that 
because the parties had provided for inspection by the Department of 
Agriculture, the purchaser had not relied on the skill and judgment 
of the seller and, consequently, no implied warranty of fitness for a 
particular purpose existed. However, the contract was found not to 
be inconsistent with a warranty of merchantability. It was on that 
basis that the plaintiff recovered. ** The decision was affirmed on 
appeal.*° 

\lthough it is unusual in that the court found it necessary in its 
opinion to rely on the warranty of merchantability alone to the express 
exclusion of the warranty of fitness, the Smith case falls in line with 
overwhelming authority to the effect that merchantability means, 
among other things, that the goods sold may be resold in the same 
general market without being in violation of any law. *° 

Section 402 (a) of the Food, Drug, and Cosmetic Act ** provides 
that a food shall be adulterated “if it consists in whole or in part of any 


filthy, putrid or decomposed substance, or if it is otherwise unfit for 


food.” Numerous other provisions of the Act proscribe the movement 


813 (CCA-2, 1939) (kerosene which was be- 


“The defendant had no intention of 
Malone 


selling spinach that was not nferchantable 
and the plaintiff did not intend to buy a 
product that could not be resold to the 
public for food. Public policy imposes 
on the seller of food a warranty that the 
article is merchantable and fit for human 
consumption regardless of whether the 
food is U. S. Grade C, U. S. Standard or 
any other grade plaintiff, purchaser, 
did not waive such right in this case. . “i 
(P. 163 of opinion.) 

* Smith v. Great Atlantic & Pacific Tea 
Company, 170 F. (2d) 474 (CCA-8, 1948). 

™* Manning Manufacturing Company v. 
Hartol Products Corporation, 99 F. (2d) 


neath statutory proof): Myers v 
Hude, 173 F. (2d) 291 (CA-8, 1949) (to- 
matoes misbranded under the Food, Drug 
and Cosmetic Act): Mones v. Imperial 
Bottling Works, 14 N. J. Mise. 369, 185 
Atl. 483 (1936) (magnesia which did not 
satisfy the statutory pharmacopeia stand- 
ard); Griffin v. Taylor, 65 Ga. App. 346 
16 S. E. (2d) 186 (1941) (commercial ferti- 
lizer must satisfy statutory requirement of 
analysis); Haynor Manufacturing Company 
v. Davis, 147 N. C. 267, 61 S. E. 54 (1908) 
(tonic impliedly warranted not to contain 
aleohol lest it be subject to state tax). 
*7 21 USC Sec. 342 (a) (1946). 
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or sale of adulterated food in interstate commerce and prescribe pun- 
ishment for violations.** As a consequence of these statutory prohibi 
tions, food which is unfit for consumption by man or other animals has 
been made “unmerchantable” in the channels of interstate commerce. 
Fitness for consumption, which is the criterion of merchantability 
when a sale is made to the ultimate consumer of the food,** is now 
similarly applicable when the buyer intends to resell the food in inter 
state commerce. It is not meant to be said that the federal law has 
introduced an entirely new concept of merchantability regarding a 
sale of food at wholesale. That the goods sold “must be of such a 


quality which will pass in the market under that description’ by 


which the buyer purchased them for resale has long been required to 


satisfy the warranty of merchantability." This requirement includes 


the general notion that the goods will be reasonably fit for ordinary use 
which, in the case of foods, means fitness for consumption.”* But the 
statutory requirement that food shipped in interstate commerce not be 
unfit for consumption lends preciseness to the legal implications of 
transactions where commercial expedience demands preciseness above 


almost all other considerations. 


Under the federal Act, a charge of adulteration may be predicated 
upon a condition which does not render the food involved unfit for 
consumption,” yet the courts—when deciding on the issue of breach of 
warranty in cases which concern violations of the federal prohibition 
against adulteration—-tend to rely on the warranty of fitness rather 
than on that of merchantability when the former warranty is avail 
able.** Since fitness for a particular purpose when applied to food 
products is ultimately equivalent to fitness for consumption, this judi 
cial tendency to brand adulterated food unfit may result in a paradox 
For example, in Kansas City Wholesale Grocery Company v. Weber Pack 
ing Company,” the Supreme Court of Utah ruled that because catsup 


* 21 USC Sees. 331-337 (1946) Val Blatz Brewing Company, 112 Okla 
* Aron v. Sills, cited at footnote 19 119, 240 Pac. 115 (1925) 
Botti wv. Venice Grocery Company, 30° ‘Federal Food Drug. and Cosmetic 
Mass. 450, 35 N. E. (2d) 491 (1941). Act Sections 402 (a). (b) and (ce), 21 
” McNeil & Higgins v. Czarnikow-Riend: USC Sections 342 (a), (b) and (ce) (1946) 
Company, 274 F. 397, 400 (DC N. Y., 1921) ‘Kansas City Wholesale Grocery Com- 
ny tate Grocery C¢ . an pany 1 Weber Packing Corporation, 93 
3t Interstate Grocery Company v. George tah 414, 73 Pac. (2d) 1272 (1937): Bob’s 
Wilham Company, 214 Mass. 227, 101 N. E Candu & Pecan Comac . Mot 7) 
7 (1913): Parker v. 8S. G. Shaghalian we ee stor — . ae 
147 ( : ; - 167 S. W. (2d) 511 (Tex. Comm. App 
Company, cited at footnote 20. 1943) Tornello 1 Deligiannis Brothers 
2 Lexington Grocery Company v. Vernay, Inc., 180 F. (2d) 553 (CA-7, 1950) 
cited at footnote 20: Wood & Company v *Cited at footnote 34 (1937) 
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which the defendant had sold to the plaintiff had been seized by federal 
authorities and condemned as adulterated, the implied warranty of 
fitness had been broken. The basis of the condemnation was a micro- 
scopic examination of the catsup. The analyst had found mold fila- 
ments in 67 per cent of the microscopic fields which he examined; the 
tolerance set up by the Food and Drug Administration allowed mold 
in 66 per cent of the fields. The assertion that the catsup which had been 
condemned was any less fit for consumption than catsup which, when 
examined, displayed mold filaments in one less microscopic field in 
every 100 examined cannot be seriously made. 


The legal consequences of the sale of food which is misbranded 
under the Food, Drug, and Cosmetic Act are similar to those of a sale 
of adulterated food. Since the channels of interstate commerce are 
barred to misbranded foods, the sale of such food violates the implied 
warranty of merchantability.“ Courts are prone to rely on merchanta- 
bility rather than on fitness for a particular purpose because the mis- 
branded food is, in most cases, fit for consumption. The United States 
Court of Appeals for the Eighth Circuit, in Myers v. Malone & Hyde," 
expressly rejected the contention that because canned tomatoes were 
“good food” there was no breach of warranty of merchantability by 
reason of their being misbranded. The court stated : 

Jut, being misbranded, they (the tomatoes) were subject ‘to condemnation 
by the United States and could not be legally held or sold by the buyer. They 
were contraband under the law of the United States and as such they were not 
merchantable.* 

The Common Pleas Court of Ohio took a different attitude in the 
case of Ouzts v. Maloney.’ The plaintiff had purchased, for purposes 
of resale, a shipment of a pudding-and-pie mix from the defendant who 
was a distributor. The merchandise had been shipped directly to the 
plaintiff from the manufacturer without passing through the defend- 
ant’s possession. The United States seized the product and condemned 
it as misbranded. Upon trial of the suit for breach of warranty which 


the plaintiff had initiated to recover the value of the seized goods, the 
court charged the jury that the food product was of merchantable 
quality despite the misbranding, and then directed a verdict for the 





* “Stein v. Almeder, 253 Mass. 200, 148 “Cited at footnote 26, at p. 295 of 
N. E. 441 (1925); Porter v. Craddock, 84 _ opinion. 
F. Supp. 704 «(DC Ky., 1949): Myers v “The trial court's charge is quoted in 
Malone @ Hyde, cited at footnote 26 Ouzts v. Maloney, 109 N. E. (2d) 45. 46 
" Cited at footnote 26. (Ohio App., 1951). 
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defendant. The court of appeals affirmed,*’ but made no comment on 
the legal accuracy of the trial court’s charge. The decision of the court 
of appeals was based on the conclusion that there had been no implied 


warranty of merchantability because the merchandise had been shipped 
directly from the manufacturer in sealed packages and the plaintitt 
knew that the defendant had neither inspected the goods nor had any 
more information concerning their condition than did the plaintitt.*' 
Upon appeal to the Supreme Court of Ohio, the confusion was com 
pounded by a unanimous affirmance,** with a majority and a concurring 
opinion each expressing a theory different from either of those ex 
pressed by the lower courts. The majority of the supreme court 
thought that the transaction had been a sale by sample, for the plainttt 
had made tests of the pudding-and-pie mix, and that, since the mer 
chandise did correspond to the sample, there was no ground for the 
plaintiff’s suit. Judge Taft, who concurred,** stated that the mer 
chandise was unmerchantable because it was misbranded, citing M/ vers 
v. Malone & Hyde,"* but he denied recovery to the plaintiff by conclu 
sively presuming that the plaintiff was familiar with the Food, Drug, 
and Cosmetic Act so that the defect in the label was apparent to the 
plaintiff when the merchandise was purchased. 


The opinions of both the court of appeals and of the supreme court 
betray a marked reluctance to fix liability on the defendant who, in the 
words of the supreme court, “had assumed no responsibility or duties 
with regard to the manufacture, the design of the package or the adop 
tion of the name” * and who had no knowledge of the product which 
the plaintiff did not have. Each court negatived the existence of any 
warranty of merchantability so that only the concurring judge in the 
supreme court adverted to the question of breach of warranty by a 
violation of the federal food laws. It is regrettable that the appellate 
courts did not make some comment on the trial court's charge which 
seems to be clearly in conflict with the substantial weight of judicial 
authority. 


The implications of the concurring opinion of Judge Taft in the 
supreme court are somewhat disturbing. The opinion itself refers only 





” Cited at footnote 39 “Cited at footnote 42 at p. 547 
“The court referred to Williston on p. 566 of opinion, respectively 
Sales, Section 242, in which it is stated: “See Myers v. Malone & Hyde, cited at 

“But when one dealer buys from another, footno.e 26 
each having supposedly equal skill and Cited at footnote 42, at p. 566 of 
knowledge, no warranty is implied.”’ opinion 
* Ouzts v. Maloney, 157 Ohio St. 537, 
106 N. E. (2d) 561 (1952). 


and 
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to situations where the buyer has examined the shipment in question. 
It is conclusively presumed in such circumstances that the buyer knows 
whether the labeling of the product does or does not comply with the 
provisions of the Food, Drug, and Cosmetic Act. But if a buyer has 
made previous purchases of the same item and thereafter submits a 
renewal order, it is no distortion of Judge Taft’s language to say that 
the buyer has previously examined the label of the product and is, 
therefore, unable to take advantage of any warranty of merchantability 
which might otherwise attach to the merchandise. Such an application 
of the conclusive presumption of knowledge of the law places the eco- 
nomic responsibility for misbranding on the party to the sale who has 
no control over the wording of the label and who, in most cases, is 
less likely to possess the facilities to determine the legality of label 
statements. It is suggested that this doctrine is contrary to the pur- 
pose of the food regulations, which is prevention of misbranded food 
from entering into commerce, and as such should be rejected. 


Not an unusual method of sale of food is that in which the buyer 
supplies the labels which the manufacturer or canner applies to the 
merchandise. When the sales transaction is carried out in this man- 
ner, it is the buyer who draws up the contents of the labels and, con- 
sequently, responsibility for the legality of the label should be borne 
by him.** Clearly, since the buyer has prepared the labels, he can be 
said to have examined them and thus be deprived of any remedy for 
loss caused by their illegality. 


Many commercial contracts for the sale of food contain an express 
warranty by the seller that the merchandise sold complies with the 
provisions of the Food, Drug, and Cosmetic Act. If the food is seized 


by the government and condemned because it is in violation of the Act, 
the warranty has been breached and the buyer is entitled to recover 
But it may occur that food is actually 


for any loss caused thereby. 
adulterated or misbranded but has not been the subject of legal action 
by the government. In these circumstances, the questions arise whether 
the buyer may refuse to accept merchandise proferred by the seller or, 
if the goods have already been accepted, whether the buyer may refuse 
payment therefor on the grounds of breach of warranty. The answer 


“In U. 8. vw. Parfait Powder Puff Com- 
pany, 163 F. (2d) 1008 (CCA-7, 1947), cert. 
den., 332 U. S. 851 (1948), the defendant 
was convicted of violating the Food, Drug, 
and Cosmetic Act because he was the 

moving force in the procurement of intro- 


duction of the article into commerce.’ The 
shipment involved consisted of adulterated 
hair-lacquer pads. The pads had actually 
been prepared by another who packed 
them and distributed them under the de 
fendant's label. 





EFFECT OF ACT ON PRIVATE LITIGATION PAGE 521 
to each question seems to be in the affirmative, although cases in point 
are rare. 


The highest court of Nebraska has held, in a case involving the 
sale of drugs whose label was proven by analysis to be erroneous, that 
the defendant buyer need not pay for the drugs.” Plaintiff seller had 
expressly guaranteed that the drugs satisfied the 1906 federal Food 
and Drugs Act and, although the government had initiated no proceed 
ings against the drugs, the erroneous label misbranded the drugs in 
violation of the Act. The Supreme Court of Wisconsin has upheld 
the right of a buyer to refuse to accept canned peas when the peas had 
been packed in such an excess of brine as to make them adulterated 
under the 1906 Act.** Here, also, the plaintiff seller had expressly 
warranted that the merchandise would satisfy the statute. The result 
reached in these cases is desirable. The federal law prohibits all 
adulteration or misbranding of food in interstate commerce, not merely 
those examples of such practices which are discovered by the Food and 
Drug Administration. To allow a buyer to assert the unlawful condi 
tion of the food which he has purchased as a breach of warranty, either 


iftirmatively or as a defense in a suit for the purchase price, gives added 


sanction to the provisions of the Food, Drug, and Cosmetic \et. Tur 
chasers of food thereby become quasi enforcement agen ies — for, although 
no formal charge of unlawfulness be made, their claims for breach of 
warranty would rest on the same facts as would a governmental action 


for statutory violations 


Warranty Actions by Consumers 


Recent judicial interpretations of the Food, Drug, and Cosmetic 
\ct have affirmed the proposition that in the Act Congress exercised 
its power over interstate commerce to its farthtest constitutional limit.*” 
The sale at retail of a misbranded drug which had been shipped across 
state lines to a wholesaler nine months prior to the retail sale was held 
a violation of the federal law Similarly, the local sale of misbranded 


drugs to customers who, the seller knew, would return to their homes 


in another state constituted disobedience of an injunction which pro 


hibited the seller from introducing such drugs for shipment in inter 


Harley ”“See H 2139, 75th Cong 3rd 


* Hessig-Ellis Drug Company v 
Drug Company, 9% Neb. 267, 145 N. W 
716 (1914) 

* Barron County Canning & Pickle Com 
panu vw. Niana Pure Food Company, 191 
Wis. 635, 211 N. W. 764 (1927) 


Rept 
Sess., 3 in which the intent of Congress 
‘to extend the protection of consumers 
contemplated by law to the full extent con 
stitutionally possible’’ was expressed 

‘LU. S. vw. Sulltwan, 332 U. S. 689 (1948) 
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state commerce.*! The individual sale of a misbranded device to one 
who, as known by the seller, intended to take the machine to another 
state was considered a violation of the federal law.*? These decisions 
demonstrate that a sale, to all appearances local in nature, may fall 
within the comprehension of the Federal Food, Drug, and Cosmetic 
Act if some connection, no matter how tenuous, with interstate com- 
merce can be established. Since the statute has taken on such an 


important local regulatory significance, it is not amiss to make some 


comment on the feasibility of its use by a consumer as the basis for a 
suit for breach of warranty for harm incurred because of the purchase 
or use of defective food. 


The Court of Appeals for the Ninth Circuit has held that articles 
subject to the Food, Drug, and Cosmetic Act remain amenable to 
enforcement proceedings under the Act even after reaching the hands 
of the ultimate purchaser who intends no further commercial use of 
such articles.** This holding, coupled with the decisions referred to 
above, subjects retail sales of almost all foods, drugs, therapeutic 
devices and cosmetics to the coverage of the federal law to the same 
extent as wholesale sales of such merchandise. Since sale to the con 
sumer does not terminate federal control of the goods, the warranty 
of compliance with the federal law which accompanies a wholesale 
sale as part of the implied warranty of merchantability or of fitness for 


a particular purpose likewise should accompany a retail sale. 


The consumer is interested in obtaining food which is fit for con 
sumption, and the retailer from whom the consumer makes his pur 
chase warrants that the food he sells is such. If the retailer sells food 
that is unfit for consumption and the sale is one that falls within the 
wide compass of the Food, Drug, and Cosmetic Act, the retailer com- 
mits a violation of the Act.°*. But the consumer, if he is injured by the 
food, gains no additional legal benefit frorn an interpretation of the 
implied warranties which would give him a cause of action for breach 
of a warranty that the food complied with the federal law. The seller 
is absolutely liable, regardless of fault on his part, for the sale of 





“UU. 8. wv. Sanders, CCH FOOD DRUG 5° U. S. v. Olsen, 161 F. (2d) 669 (CCA-9 
COSMETIC LAW REPORTS ° 7229, 196 F 1947), cert. den., 332 U. S. 768 (1947). 
(2d) 895 (CA-10, 1952), cert. den., 344 ™ Federal Food, Drug. and Cosmetic Act 
U. S. 829 (1952). Sections 301, 402 (a), 21 USC Sections 331, 

= Drown v. U. 8., CCH FOOD DRUG 342 (a) (1946). 

COSMETIC LAW REPORTS { 7240, 198 
F. (2d) 999 (CA-9, 1952), cert. den., Janu- 
ary 19, 1953. 
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defective merchandise because of the existence of the implied warranties 
of merchantability and fitness for a particular purpose.” 


The retail sale of misbranded and economically adulterated food 
subject to the Food, Drug, and Cosmetic Act may present a more 
interesting problem. Such food is not necessarily unfit for consump 
tion. Moreover, the economic loss suffered by individual consumers 
as the result of purchasing misbranded or economically adulterated 
food items will rarely be of sufficient magnitude to make resort to legal 


action by the consumer advantageous to him. At first glance, there 


fore, the question of whether a consumer may sue in warranty because 
food which he has purchased violated either the misbranding or 


economic-adulteration provisions of the federal law seems purely academic 


But the problem has some very practical aspects. Rather than by 
resort to a hypothetical fact pattern as a starting point for discussion, 
reference will be made to the recent case of UU. S. vw. 8&8 Cases, etc 
“Bireley'’s Orange Beverage.” The government had seized a quantity 
of the orange drink, asserting that it was adulterated because its 
appearance gave the impression that the product was pure orange juice. 
To support this accusation of adulteration, the government introduced 
proof of the hospitalization of two children for scurvy, a disease caused 
by the lack of Vitamin C, of which orange juice is an important source 
The testimony of the mothers of the two children was to the effect 
that, relying on the appearance of the Bireley product, they had con 
cluded that it was pure orange juice and had fed it to their children 
as such. The court of appeals reversed a decree of condemnation 
Had the decree been affirmed, those who suttered illness attributable 
to their reliance on the external appearance of the product might have 
asserted a cause of action for breach of warranty against the retailer 
from whom they made their purchases, for the implied warranties of 
fitness and of merchantability now seem to include a warranty that 
food sold, even at retail, is in compliance with the federal law. [tis no 
harsher to impose responsibility on a retailer for the external appear 
ance or the labeling of the products which he sells than it is to impose 
on him responsibility for latent defects in the food products them 


The provisions of the American stat- taking that the goods possess the warranted 
ute (Uniform Sales Act) are, so far as this quality."" 1 Williston on Sales (3rd Ed., 
point is concerned, identical in meaning 1948), Section 237 
with those of the English Act and it seems *CCH FOOD DRUG COSMETIC LAW 
clear that where either statute provides REPORTS °¢ 7199, 187 F. (2d) 967 (CA-3 
for a warranty it means an absolute under- 1951), cert. den., 342 U. S. 861 (1951) 
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selves, since in neither situation does the retailer participate in the 
creation of the prohibited conditions. 


To permit recovery in warranty from retailers for physical harm 
caused by misbranding or economic adulteration, and for the expenses 
incurred in alleviating that harm, will not open the floodgates to a tide 
of lawsuits for economic injuries. In the absence of physical injury, 
the measure of damages for breach of warranty is the difference between 
the actual value of the defective merchandise and its putative value 
had it conformed to the warranty.*? Under this formula, a plaintiff 
would bear the burden of establishing the worth of the food product 
if its label or its appearance had conformed to the Food, Drug, and 


Cosmetic Act and its worth in the proscribed condition, a difficult 
evidentiary task and one not likely to establish substantial damages. 


Privity 

It is not within the scope of this paper to discuss the manifold 
aspects of the privity requirement in connection with suits for breach 
of warranty. However, the importance of this topic makes some men 
tion of it a necessary part of any discussion of product liability. In 
regard to the implied warranties of fitness for a particular purpose and 
for merchantability, a strong movement has arisen for the relaxation of 
the privity requirement.’ Many courts have decided that privity is 
no longer a prerequisite for an action based on warranty, although the 
reasoning behind their decisions varies.** Early drafts of the proposed 
Uniform Commercial Code contained provisions eliminating the require- 


60 


ment of privity in warranty actions,®® but strong opposition led to the 
In the case of breach of warranty of Ward Baking Company 1 Trizrine 
quality, such loss, in the absence of special 27 Ohio App. 475, 161 N. E. 557 (1928) 
circumstances showing proximate damage (consumer may take advantage of the 
of a greater amount, is the difference be- manufacturer's warranty to his immediate 
tween the value of the goods at the time vendee as a third-party beneficiary); Coca 
of delivery to the buyer and the value they Cola Bottling Works v. Lyons, 145 Miss 
would have had if they had answered to 876, 111 So. 365 (1927) (implied warranty 
the warranty." Uniform Sales Act Sec runs with title to the merchandise) 
69(7) Wadouros v. Kansas City Coca-Cola Bot 
‘Prosser on Torts Sec. 83: Vold on tling Company, 90 S. W. (2d) 445 (Mo 
Sales Sees. 139-140; Llewellyn, Cuses and App., 1936) (if privity of contract is re 
Materials on Sales, pp. 204-205: Jean- quired, under the situation and circum 
blanc, ‘“‘Manufacturers’ Liability to Persons stance of modern merchandising, privity 
Other Than Their Immediate Vendees,'' 24 of contract exists in the consciousness and 
Virginia Law Review 134 (1937): Harris, understanding of right-thinking persons): 
“Liability to a Consumer for Unwhole- Jacob Decker @& Sons, Inc. v. Capps, 164 
some Food,’’ 9 New York University Law S. W. (2d) 828 (Tex., 1942) (public policy 
Quarterly Review 360 (1932); Feezer, requires that the consumer be permitted 
‘Manufacturers’ Liability,’’ 37 Michigan to recover in warranty directly from the 
Law Review 1 (1938); Notes, 2 Missouri manufacturer). 
Law Review 528 (1937) and 29 Boston Uni- ” Proposed Uniform Commercial Code 
versitu Law Review 107 (1949) (Spring, 1950 Draft), Sections 2-718 and 
2-719. 
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omission of such provisions in the official draft of the Code except for 
a section which gives to the family and guests of a buyer the protection 
of any warranty which accrues to the buyer.*' No comment will be 
made here on the merits of a legal rule which permits direct suit in 
warranty by an injured consumer against the manufacturer of defe 

tive merchandise, but it should be noted that the rule would make 
unnecessary the invocation of statutory negligence to impose liability 
on the manufacturer. 


Another argument for the abolition of the privity requirement is 
based on express warranty. The case of Barter v. Ford Motor Com 
pany ** set forth the proposition that a manufacturer whose advertising 
constituted an express warranty of the quality of his product could 
be held legally responsible for breach of warranty by the ultimate 
purchaser who had procured the product from an independent dealer. 
The Supreme Court of Washington used the following language: 

It would be unjust to recognize a rule that would permit manufacturers of 
products to create a demand for their goods by representing that they possess quali 
ties which they in fact do not possess and then, because there is no privity oi 
contract, deny the consumer the right to recover if the damages result from the 
absence of these qualities when such absence is not readily noticeable. 

The Baxter theory has been used in connection with various 
goods “* and the results are desirable, even though some violence 1s 
done to traditional warranty concepts. However, no radical widening 
of a manufacturer's warranty liability has resulted through the use of 
the Baxter theory because of the difficulty of proving that advertising 
does constitute an express warranty. American courts accept “puffing” 
in advertising as a normal part of the commercial system of the 
Nation.“® It is here suggested that a sound application of this theory 
should be made in imposing warranty lability to the ultimate con 


sumer on those few producers of drugs or therapeutic devices who 


falsely advertise their products as cures for diseases. Further illness 


or death often result from failure of those suffering from a serious 
disease to consult competent medical authority, and such advertising 


Proposed Uniform Commercial Code (2d) 458, 139 Pac. (2d) 706 (1943) Cused 
(1952 Official Draft), Sections 2-318 automobile truck) 

2168 Wash. 456, 12 Pace. (2d) 409 (1932) ® “Tt is elementary that mere commenda 

Cited at footnote 62, at pp. 462 and tory statements called ‘dealer's talk’ or 
112 of opinion, respectively trade talk’ are not actionable because 
‘Simpson 1 American Ol Company these are generally regarded as mere ex 
217 N. C. 542. 8 S. E. (2d) 813 (1940) pressions of opinion not likely to be very 
(insecticides): Randall v. Goodrich Gamble strongly relied upon." James Spear Stove 
Companu, CCH FOOD DRUG COSMETIC é& Heating Company v. General Electriv 
LAW REPORTS © 22.279, 54 N. W. (2d) Company, 12 F. Supp. 977, 978 (DC Pa, 
769 «Minn 1952) (liniment); Bock wv 1934) 
Truck and Tractor Company, 18 Wash 
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is designed to lull customers into a sense of security and confidence 
that their illnesses will be remedied by products which are, in fact, 
ineffectual. 
Conclusion 

The salutary effect of the Food and Drugs Act of 1906 and of its 
successor, the Food, Drug, and Cosmetic Act of 1938, in improving 
the quality of the Nation’s food supply is a fact too well known to be 
disputed. Responsible enforcement officials, in cooperation with reputable 
members of the regulated industry, have worked assiduously to make 
the provisions of these statutes workable instruments of a declared 
public policy of protecting the public. In addition, private litigants 
who have suffered injury to either purse or person because of another's 
violation of the federal law may be able to assert that violation to obtain 
redress for the wrong. The federal law is not often invoked in negli- 
gence actions, but its potential use in such cases is not to be over- 
looked. The federal statutes have been more extensively utilized in 
private litigation where the issue of breach of warranty has been raised, 
for the implied warranties of merchantability and of fitness for a particu- 
lar purpose include a warranty that the merchandise is not in a condition 


proscribed by any governmental regulation. The primary beneficiaries 
of this doctrine have been the buyers who made their purchases with 
the intention of reselling the food, but the judicial extension of the 
coverage of the Food, Drug, and Cosmetic Act now seems to give 
similar protection to the ultimate consumer. [The End] 


¢ FDA REPORT FOR JUNE °¢ 


Ninety-four shipments of products alleged to violate the Federal 
Food, Drug, and Cosmetic Act were seized in June, the Food and Drug 
Administration, Department of Health, Education, and Weltare reported 
in its monthly summary for June of actions in the federal courts 

Danger to health was charged in two food seizures. Forty-one ship- 
ments of food, totaling 234,307 pounds, were removed from the market 
on charges of decomposition or contamination by rodents and insects 
Thirty shipments of food were seized because they were short in weight, 
below standard, or misleadingly labeled. 

The 21 drug and device seizures included seven devices misbranded 
with false and misleading therapeutic claims, consisting of violet-ray 
instruments, a pendulum contraption which the promoter claimed would 
diagnose a disease and select a treatment, shoes purported to ward off 
and cure diseases, an oscillating table for weight reduction and “nor- 
malizing all body tunctions,” “radioactive pads” for treatment of arth 
ritis and other diseases, vaporizers to dispense a “cold prevention” liquid, 
and ozone generators with cure-all claims. A cooling-system cleaner 
was seized for violation of the Caustic Poison Act because the word 
“Poison” was in type of smaller size than that required by law. 





Imitation Dairy Products 


By JOHN L. HARVEY 


This Address Before the Northeastern Dairy Conference at Bal- 
timore March 26, 1953, Dealt with Application of Food, Drug, 
and Cosmetic Act Provisions to Dairy Products, Particularly to 
imitations Made in Semblance of Other, Better-Known Products 


HE Federal Food, Drug, and Cosmetic Act does not contain special 
sections or unusual provisions relating only to dairy products. In 
common with all other foods, such products are subject to the general 


provisions of the Act. 


The direct provision relating to imitation foods is found in Section 
403 (c¢) of the Act. It provides that a food shall be deemed to be mis 
branded: “If it is an imitation of another food, unless its label bears, 
in type of uniform size and prominence, the word ‘imitation’ and, imme 
diately thereafter, the name of the food imitated.” This would appear 
to provide for the marketing of true imitation foods merely by labeling 
as such so long as such foods comply with all other applicable provi 


sions of the Act. 


In considering other applicable provisions, it is necessary to take 


into account an adulteration section—402 (b). This provides: 


\ food shall be deemed to be adulterated . (1) If any valuable constituent 
has been in whole or in part omitted or abstracted therefrom; or (2) if any sub 
stance has been substituted wholly or in part therefor; or (3) if damage or 
inferiority has been concealed in anv manner; or (4) if any substance has been 
added thereto or mixed or packed therewith so as to increase its bulk or weight 
or reduce its quality or strength, or make it appear better or of greater value 


than it ts 


Another section which cannot be disregarded is 403 (g), which 


deems a food to be misbranded: 


If it purports to be or is represented as a food for which a definition and 
standard of identity has been prescribed by regulations as provided by section 


527 
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401, unless (1) it contorms to such definition and standard, and (2) its label bears 
the name of the food specified in the definition and standard, and, insofar as may 
be required by such regulations, the common names of optional ingredients 
(other than spices, flavoring, and coloring) present in such food 


Section 403 (b) must also be taken into account. This provision 
deems a food to be misbranded if it is offered for sale under the name 


of another food. 


In undertaking to apply these various sections to a product made 
in semblance of a well-known dairy product such as ice cream, we may 
look to see where we come out. Assume, for example, a frozen dessert 
which has the appearance, the taste, the feel and all of the commonly 
recognized attributes of ice cream, in such manner and form as 


thoroughly to justify the conclusion that ordinary consumers under 


usual conditions of consumption do not and cannot distinguish the 
product from a genuine ice cream. Such a product would have a 
vegetable oil—from soya beans, cottonseed or some similar source 
substituted for butterfat and would contain sugar, egg volk, gelatin 
and flavors. The resemblance to ice cream and its intended use as a 
substitute therefor would doubtless cause it to be an imitation of 
another food and, under Section 403 (c), it would be labeted as “imita 
tion ice cream” in type of uniform size and prominence and would, of 
course, bear the other labeling required by law, such as a list of all 
the ingredients from which it is made; the quantity of contents; and 
the name and address of manufacturer, packer, or distributor, et 


Let us assume, however, that it is not so labeled, but perhaps is 
labeled with some fanciful brand name and called simply a frozen 
dessert. Does the product purport to be ice cream? Is it sold in 
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cabinets along with ice cream, in such manner that purchasers may 
readily buy it under the mistaken impression that it is ice cream? Is 
it sold by vendors in response to requests for ice cream? These 


features tend to determine whether it is offered for sale under the name 


of another food. 


If it is sold and accepted as ice cream and does not contain the 
butterfat—which in our postulated case it would not—that the con 
sumer has a right to expect, has a valuable constituent been omitted 
or extracted? Has a substance, soya-bean oil or cottonseed oil, been 
substituted for butterfat? Is it a damaged or inferior product as com 
pared with ice cream, which it purports to be? If so, has the makeup 
of the article or its labeling or the manner in which it is sold served 
to conceal damage or inferiority? Does the substitution of vegetable 
oils for butterfat reduce its quality or strength? Do the mixing together 
of these ingredients generally and their sale purporting them to be ice 
cream cause a product to be sold which appears to be better or of 
greater value than it really is? These are the legalistic features with 
which one must deal in approaching the question of imitations—in 


this case, imitation ice cream. 


Conditions of Sale May Determine Status of Product 


It may be argued that if our product here ts labeled as required by 
Section 403 (c) and clearly emblazoned as an imitation ice cream, this 
cures the adulteration features and prevents its being sold or offered 
for sale under the name of another food. This is not necessarily true. 
If our fanciful product is supplied when a customer asks for ice cream, 
the product is sold under the name of ice cream. That is true whether 
it is taken from a cabinet and placed in a paper sack in its original 
carton or whether it is scooped out of its original package and served 


as a sundae. 


At the present time, ice cream happens to be one of the few dairy 
products for which no standard of identity has been established. You 
know, I am sure, that standard-making is in process and that we may 
within the reasonable future anticipate a standard for ice cream. What 
would be our situation then? Section 403 (g) tells us that if an article 
of food purports to be or is represented as a food for which a definition 
and standard of identity has been prescribed, it is misbranded unless 
it conforms to such definition and standard of identity. Would the 
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labeling of the article under these conditions as an imitation, in accord- 
ance with 403 (c), cure its infringement upon the standard for ice cream? 


Prior to the decision of the United States Supreme Court in the 
o-called /mitation Jam case, we in the Food and Drug Administration 
were of the opinion that there could be no legal imitations of foods 
for which standards had been established. We believed that the terms 
of 403 (g) barred the application of 403 (c) to products for which there 
are identity standards, because in order to be an imitation of another 
food it would seem that an article must purport to be that food, This 


leaves aside the question of labeling. 


An imitation must resemble the article that it imitates in sufficient 
degree as to form a substitute or counterfeit thereof, otherwise it is 
not an imitation. Because of this we could not understand an imitation 
of a standardized food which would comply with the law. I am not too 
sure that the /mitation Jam case in the Supreme Court fully answers 
the question that still exists with regard to this feature. I think it is 
fair to say that the Supreme Court in dealing with the imitation jam 
took into account factors which might distinguish the case if a different 
product with a different set of facts in some particulars were involved. 


Present Requirement for Labeling 


In any event, for the time being—and that is to say until further 
legislation or further judicial interpretation at the highest levels—our 
hypothetical substitute for ice cream must be clearly and unequivocally 
labeled as an imitation, in line with the provisions of Section 403 (c). 
Whether any of the other features of violation which I have referred 
to would be involved depends very much upon the particular facts, 
including the method af distribution and manner of sale. What the 
status of such imitation ice cream would be when a standard of identity 
for ice cream is established is a matter for separate consideration. 


We may expect to have a judicial clarification on some of the 


points raised in our hypothetical ice cream case because of the pendency 
of a case which, in fact, rather closely parallels what I have set up 
hypothetically. In the actual case that I have in mind, the frozen 
dessert product is labeled as “not an ice cream” and is called by a 
fanciful or coined name. We have charged that this product was an 
imitation ice cream and not labeled as required by Section 403 (c). 
There is also an additional charge because the labeling does not prop- 
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erly list all of the ingredients from which the article is made. This 


second charge has no particular bearing upon our discussion of imitations. 


I am not prepared today to undertake a discussion of legislation 
that is pending before the Congress of the United States, except with 
respect to those measures upon which the Federal Security Agency 
has made known its views. | know that some of the dairy interests 
are concerned with certain legislation that has been introduced into the 
House of Representatives by Mr. O'Hara of Minnesota. This bill 
does deal directly with the status of imitations, particularly foods made 
in semblance of food products for which a standard of identity has 
been established. Whether this legislation will advance to passage 
cannot be forecast and I cannot now elaborate on the views of our 


enforcement officials with respect to it. 


The concept that a product for which a standard is established 
cannot be legally imitated is, as I said, debatable now because of the 
Supreme Court decision on the imitation jam. Clarification, | am sure, 


would be welcome. 


Can Imitations Be Standardized? 


There has been considerable discussion as to whether, under the 
authority to establish standards which is vested in the Administrator 
by Section 401 of the Food, Drug, and Cosmetic Act, imitations can 
be standardized. In this connection, we may note that Section 401 
provides that the Administrator may promulgate a regulation establish 
ing a standard of identity for any food. It is not apparent from the 
language of this section or any language appearing elsewhere in the 
\ct that there is any intention other than that imitation foods be 
included in the words “any food” as they appear in this section. There 
may, of course, be other reasons and conditions which might have a 
bearing on the establishment of a standard for an imitation food. 


Standards may be promulgated only when it ts the judgment of 
the Administrator that such action will promote honesty and fair deal 
ing in the interests of consumers, and a rule of reason is imposed 
that is to say, the Administrator may promulgate not just any defini 
tion and standard of identity but a reasonable standard of identity. 
It seems clear to me that as a legal proposition, standards for imitation 
foods can be established. Whether in any particular case a standard 
will meet the criteria set up is of course a question which must take 
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into account the particular facts of the case. Certainly, it would 
appear that if a standard is established for a particular product which 
might otherwise appear to be an imitation of some other food and the 
article does comply with its defined standard, it would be a legitimate 
article of commerce and would not be banned because of its resemblance 
or its seeming imitation with relation to some other food. 


To sum up: It seems clear that the exact status of any imitation 
of a dairy product where a definition and standard of identity has been 
established for such product may be difficult to determine unless a 
standard is also established for that which otherwise would be an 
imitation. Imitations of dairy products for which no standards of 
identity have been established doubtless in most cases will be legitimatized 
by bearing labeling as imitations, as set forth in Section 403 (c). As is 
illustrated by the actual case to which I made reference, those who ship 
in interstate commerce articles which appear to be imitations of ice 
cream at the present time may reasonably expect some objection from 
the Food and Drug Administration unless their products are clearly 


labeled as imitations. 


Taking First Things First, Where Do Economic 
Violations Fit In? 


I would be less than candid if I did not tell yon that however 
important these considerations involving the economics of the dairy 


industry may be to you, they are economic questions; from a stand- 


point of enforcement of the Food, Drug, and Cosmetic Act in the 
interests of consumers, considerations of economic cheat cannot be 
treated asa first order of business. This arises because of the common- 
sense fact that the first demand upon our time and funds must be the 
protection of the public health from foods, drugs, devices and cosmetics 
which might, if not properly regulated, adversely affect the health and 
lives of our people. Second in importance, in our judgment, are those 
violations which offend against our sense of decency by reason of 
insanitation, decomposition and filth, involved in the production of 
foods. The third category consists of violations in the economic field. 
This is a vast field and one which well deserves more attention than 
it is presently receiving from the Food and Drug Administration. We 
cannot, within the range of our facilities, limited as they are by appro- 
priations, undertake to cover the entire field which the Act itself sets 
up as the obligation of the Food and Drug Administration. I believe 
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no one can quarrel with the use of the resources that we do have on 
a first-things-first basis. 


I mention this fact of limitation of funds frankly and baldly in 
order that you may not be misled into believing that with strong 
judicial interpretations and with changes in legislation your economic 
difficulties from competition by imitations will automatically be solved 
by the activities of the Food and Drug Administration. I do not see 
how this Administration can furnish generally adequate protection to 
the public or to competing interests in industry where economic viola 
tions are involved unless and until there is a sufficient force of Food 
and Drug Administration employees to do the job, and of course this 
means sufficient money to pay for the work. 


In closing, | would like to refer briefly to one piece of legislation 
which is of vital importance, I believe, to food manufacturing industries 
and to the public. No doubt you are all informed about the so-called 
Cardiff decision of the Supreme Court, which held that the statute as 
presently drawn is too uncertain to provide an effective means of 


invoking penalties where inspection of food establishments is not per 
mitted by the owners. You know that the I’resident in his message on 
the state of the Union expressed the view that this situation should 
be remedied by appropriate legislation, and a number of the members 
of Congress in both the House and Senate have introduced legislation 
seeking to make certain that food-and-drug inspectors have authority 
to inspect food and drug factories at reasonable times. 


Factory inspection is of tremendous importance to the effective 
enforcement of the law for the benefit of consumers and for the inci- 
dental regulation of competition among different producers and dis 
tributors. It does afford opportunity for a manufacturer to obtain the 
food-and-drug inspector’s evaluation of the operations of his plant 
and to benefit by the observations made so that in many instances 
possible violations are anticipated and prevented. Legislation which 
has been recommended by the Federal Security Agency seeks to do 
nothing more than restore the right to inspect, which was regarded as 
existing before the Supreme Court decided otherwise in the Cardiff 
case. The amendatory legislation does not seek to enlarge or abridge 
the scope of what constitutes inspection, nor does it in any way deprive 
manufacturers of any right or benefit they had prior to the Supreme 
Court interpretation of the present section. [The End] 





A Look at the Current 





Import Spice Picture 


AM INDEED HAPPY to have this opportunity to renew my many 

acquaintances with members of the American Spice Trade Associa- 
tion. Too, it is very enjoyable being able to be with you in such 
pleasant surroundings and happy circumstances. Too often, I see 
importers only when they are in some sort of difficulty, perhaps just 
having had an incoming shipment detained. I really would like to see 
importers when they have no troubles at all, but somehow they just 
don’t come to see me unless they do. 

Since, by far, the majority of spice shipments imported into the 
United States arrive at the Port of New York, some of your members 
have expressed an interest in matters for which Lam responsible as the 
food-and-drug officer in charge of import operations for New York 
District. The Food and Drug Administration therefore thought it 
fitting for me to accept your most cordial invitation, and these cireum- 
stances have led to my presence here today. 

I last spoke to your association some eight years ago. It was ata 
meeting at the Astor Hotel in New York and it was in early fall, just 
after I had arrived in New York. Almost my first official act in New 
York District was the detaining of a whole boatload of ginger and 
turmeric. In the resulting “hassle.” one of your members nicknamed 
me “The New Broom.” Well, the New Broom isn’t so new anymore, 
as you can plainly see. 

I sincerely wish that | could say that the intervening years have 
brought about a great decrease in the number of lots of spices detained 
by the Food and Drug Administration in New York, but I cannot 
truthfully make such a statement. 

In the first ten months of the current fiscal year (July 1, 1952, to 
May 1, 1953), we have detained 1,679 lots of imported spices totaling 
some 153,000 bags, bales, cases or similar types of packages. This is 
a rather staggering amount. I have not attempted to reduce the 
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amounts to pounds for every spice, but the list does include the follow 
ing five items which are the most important and account for over 
70 per cent of the mentioned aggregate spice total: black pepper 

5,543,300 pounds, cassia—4,620,885 pounds, coriander seed— 2,423,100 


pounds, chillies-—918,300 pounds, and nutmegs——1,822,620 pounds. 


Despite these spice detentions I can say, most sincerely, that your 
association is to be congratulated on its constructive program and 
efforts to improve the condition of spices in the producing countries 
Your research program has been of invaluable aid, and the already 
projected program of inseet control in Indian black pepper is anothes 
step in the right direction. The dissemination of technical information 
in the producing countries has helped immeasurably. Some former 
troublesome areas produce clean spices almost without exception, but 
there still remains a great deal to be done. The problem is a big one 
because the world is still a big world and spices are produced in so 
many areas, some under very primitive conditions. There is one bright 
side of these detentions, however, and one, | believe, that is often over 


looked. Because of the attention given at time of entry which fre 


quently involves reconditioning, there are relatively few seizures of 


spices in domestic commerce each year, and most of these occur be 
cause of bad storage conditions or infestation which developed after 
release at the ports. 

New York District has made 20 seizures, totaling 114,092 pounds, 
due to rodent and insect contamination so far this year. These in 
cluded capsicums, chillies, turmeric, sesame seed, thyme, mace, nut 
megs, oregano leaves and black pepper. 


535 
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This assurance that you are supplying clean food should be com- 
forting. The assurance that the public can put its confidence in your 
products should be a source of great pride. You have earned the right 
to this public trust. 


Recent Detentions of Indian Black Pepper 


I would like to take this opportunity to correct some misconcep- 
tions as to the cause of the high incidence of detentions of Indian black 
pepper which occurred last summer and early fall. The detentions were 
caused by the presence of live and dead weevils in the pepper. These 
weevils were of five kinds, all of them commonly associated with grain. 
The detentions were not made because of the presence of microscopic 
insects such as mites, psocids and the like, as was believed by some 
importers and by some shippers. 


I have been told, but I cannot substantiate such statements, that 
the infestation resulted from the shipment of grains by several coun- 
tries into India for famine relief and the widespread distribution of 
the grain, with resulting contamination of transportation facilities, 


including the vessels. At any rate, we have never observed such a 
condition before in any such degree and it is true that the insects 
found were largely grain-type weevils. We have made our findings 
known to your committee and to the Department of Agriculture ento- 
mologists who have been selected to work with your association on 
the problem. We in the Food and Drug Administration stand ready 
to offer you any constructive help we can and our fullest cooperation 


in solving our mutual problems. 


Invitation to Discussion of Problems 


The Food and Drug Administration has always maintained an 
open-door policy for discussing with industry the problems of industry. 
It is continuing that policy now. We have always encouraged inter- 
ested persons to visit our offices or to write to us regarding difficulties 
which are within the scope of our work. Our force is extremely small 
and even though the law makes no specific provision for preventive 
services, we are glad to be helpful because in the long run it results 
in better law compliance with fewer headaches, both for us and for 
the regulated industries. We have always emphasized preventive 
rather than penal or punitive measures. We feel that preventive law 
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enforcement is effective and efficient law enforcement. This policy 
allows us to use our limited personnel to best advantage on the many 
problems which confront us. 


Our discussions with industry representatives are usually infor 
mal, as were the recent discussions with your committee which visited 
our New York offices to discuss the Indian black pepper situation. 
This informality has contributed greatly to the effectiveness of the 
solving of difficulties. We are always happy to be of assistance in try- 
ing to solve such problems. 


However, it must be remembered that, after all, the Food and 
Drug Administration is a law-enforcement agency and that when 
court actions are begun and are contested, no further discussion of the 
differences involved can be carried on informally. They must, quite 


properly, be adjourned to the court room, 


In controlling the insect problem in black pepper and other spices, 
no one should overlook the possibility of contaminating the food with 


residues of poisonous and deleterious insecticides. Often, emphasis 1s 
placed on the killing power of the chemical used in fumigation and 


only secondary attention is given to the possible health hazard involved. 


Provisions in Federal Food, Drug, and Cosmetic Act to 
Safeguard Consumers Against Insecticidal Residues 


It is fully recognized that the use of insecticidal dusts and sprays 
is essential in the production of most agricultural crops. They are 
needed to bring the crops to maturity in the condition fit for human 
consumption. They are also needed to protect such crops against the 
ravages of insects during storage. The Food, Drug, and Cosmetic \ct 
does not prohibit the use of insecticides, but it does contain provisions 
which guarantee that when they must be used, consumer safety shall 


be certain, 


In recent years a number of new and powerful insecticides have 
been developed. In some cases, little or nothing is known about their 
toxicity by either the farmer or warehouseman using them, or by the 
consumer who eats the food containing them. In some cases there are 
no accurate analytical methods to determine the amount of insecticide 
left on the food or absorbed by it. Knowledge as to whether some of 
the insecticides remain in their original form or are changed by weath- 
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ering to either more toxic or less toxic substances is also lacking. 
Methods of removal must be developed in some cases. In the case of 
a few of the newer insecticides it has been found that they are absorbed 
by the food and give it off-odors and flavors, in addition to being harm- 
ful to the consumer. Whole crops of certain vegetables have been lost 
in this way, due to absorption of some of the new insecticides. Safe 
tolerances have not been set because too little is known about many of 
them to permit holding hearings under Section 406 of the Act. These 
observations on the inherent dangers in the use of insecticides are not 
meant to ban their use, but to point up the necessity of careful evalua- 
tion of all the factors which may have a bearing on the suitability of 
the spices for food after fumigation. 


Cooperation by Department of Agriculture 


The Food and Drug Administration asks that proper caution be 
used in the selection and use of any poisonous substances which may 
possibly wind up in the food, regardless of the amounts so remaining. 
Leading journals, such as the Journal of the American Medical Associa- 
tion and the Foop DruGc Cosmetic Law JourRNAL, have carried articles 
with reference to the chemical contamination of foods. The insecticide- 
manufacturing industry itself recognizes the potential health hazards 
associated with the excessive or careless use of insecticides, and favors 
discriminating control of their use or application. In this endeavor it 
has the effective and wholehearted cooperation of the Department of 
Agriculture, which is vitally concerned in the problem—both with the 
production of food and its conservation after production. As you 
know, this problem was the subject of a year-long investigation by a 
committee of Congress and that several control bills have been intro- 
duced in Congress and are now pending as the result of that study. 


We have recently noticed that Lampong black pepper has been 
coming in with a somewhat higher moisture content than it should 
have. Asa result, mold development has taken place, requiring deten- 
tion of a number of lots. The incidence of mold is quite variable. In 
any shipment the percentage may run from 0 to 20 per cent. So far, 
the mold has been on the surface of the berries only, and the shipments 
have been successfully cleaned by scarification, sifting and blowing, ete. 
This could become a serious problem. If the mold in a lot became 
widespread and penetrated the berries, satisfactory reconditioning 
would not be possible, and refusal of entry would be required. Then, 
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too, | am told that such pepper offers difficulty to the grinders. Un 
fortunately, little or no authentic statistics on moisture in black pepper 
appear to exist. Besides inviting mold development, an additional 
objection to excess moisture is, of course, the economic loss to the 
importer due to the drying of the pepper during the voyage and in 
storage after importation. The problem obviously requires additional 


study, 
Problems with Spices Other than Pepper 


Cassia still remains a major problem, as shown by the large num 
ber of detentions of this spice, namely, 511 lots totalling 4,626,885 
pounds. Most of the detentions were due to the presence of insect filth. 


Chillies also constitute a major problem, as shown by detention 
of 118 lots totalling 918,300 pounds. Chillies are usually detained be 


cause of rodent excreta, live and dead insects, and mold. 


Coriander seed is another bad offender: 77 lots weighing 2,423,100 
pounds of this spice were detained. The usual trouble with coriander 


seed is contamination with rodent excreta. manure and insects. 


Then, too, nutmegs and sesame seed could stand additional im 
provement. Nutmegs are sometimes both moldy and wormy, and 
sesame seed often contains rodent and insect excreta. It might be 
interesting to note, in passing, that we made no detentions at all of bay 


leaves, mustard seed and saffron. 


Interrelationship of Import and ‘‘Domestic’’ Control Methods 


\nother point which | would like to discuss with you is the inter 
re'ationship of import and the so-called domestic methods of control 
We have been accused of being two Food and Drug Administrations 
using different sets of rules, with the left hand not knowing what the 
right hand is doing. Such is definitely not the case. Although a food 
and drug officer 1s normally assigned to one phase of the work in the 
interest of efficiency, he does handle all types of work, and all opera 
tions are co-ordinated in the district by the district chief and on the 
national level by our administration offices in Washington. One man 
just isn’t allowed to be idle in his little office because of a lack of worl 
when the man a few feet away down the hall is overburdened with 
work. Most of such misconceptions have arisen from a lack of know! 
edve of the provisions of the law and the misinterpretation of what 


appear to be conflicting actions. 
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It has happened that import shipments have been released, either 
with or without examination at the time of entry, and have later been 
seized by a United States marshal. On the surface, an occurrence of 
this kind does look contradictory. But let us carefully analyze the facts 
and the law applicable thereto. 


Sections 801 (a) and (b) of the Act are applicable to test the admis- 
sibility of a food, drug or cosmetic shipment into the United States. 
The section and the procedure provided thereunder are used while the 
shipment remains in import status. A shipment found not to be in 
compliance with the Act is detained, and the importer of record is 
accorded the right to a hearing in the matter. The law also allows the 
legalization of such shipments if possible, under the supervision of the 
Food and Drug Administration. This is not a legal right, but is a privi- 
lege allowed within the discretion of the Food and Drug Administra- 
tion. Doubts are resolved in the favor of the public. Shipments which 
are denied entry must be either exported or destroyed under customs 
supervision. The importer has a legal right to export shipments which 
are refused admission into the United States. Import enforcement is 
carried out by the Bureau of Customs and the Food and Drug Admin- 
istration under joint regulations. 


Seizures Under Section 304 of Act 


On the other hand, shipments which have moved in interstate 
commerce are subject to seizure under Section 304 of the Act if they 
are, in fact, in violation. The Act includes a very broad definition of 
“interstate commerce.” That term means commerce between a state 
and any point outside thereof. Thus it includes all released import ship- 
ments. In other words, if a food product is now adulterated and has 
been in interstate commerce—whether through movement from one 
state to another or through importation from abroad—it is subject to 
seizure action. This involves a formal court procedure based on the 
filing of a libel. In these cases the courts have held that no right to 
export seized and forfeited shipments exists. This is settled law, and 
it applies whether or not the shipment involved is of foreign origin or 
not. 


Thus, while there are some differences in our enforcement proce- 
dures, these differences are required by the law itself. However, the 
same basis for judging the legality of shipments is used, whether the 
shipment is of American or of foreign origin. There is only one labora- 
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tory and one inspection force at each district, and the same chemists 
analyze both imported and domestic foods. The inspectors also handle 
both. Of course, in the interest of efficiency, some of the inspectors 
‘are used more on imports than on domestic work, and vice versa, but 
the activities of all inspectors are directed by the chief inspector. 


We admit that a seizure after entry sometimes works a severe 
hardship on an importer. He has lost his right to export the shipment 
and usually he had paid the amount due on his letter of credit and so 
has also lost the benefit of his “payment after passage” contract. 


Can Seizures Ever Be Abolished? 


We are anxious to reduce seizures of imported products to a 
minimum, but some seizures, I am afraid, will always be necessary. 
Our force is so small that we cannot examine all import lots at time 
of entry. Besides, there is always the possibility of deterioration of 
contamination after entry. Thus, some seizures are inevitable but they 
can be reduced to a minimum if the importers assume their full respon 


sibility for the legality of the shipments they handle and do not hide 


behind the false premise that a failure on our part to take action con 
stitutes a guarantee or tacit assurance that the shipment is entirely 


legal. 


In the spice field, as I have already mentioned, seizures made 
resulted from contamination by rats, mice and insects during storage 
after entry. They thus point up the fact that the importer who brings 
in clean merchandise has the obligation to see to it that the food stays 
clean, Too, imported merchandise is often stored in filthy, run-down, 
rat and insect infested warehouses which have previously been used for 
the storage of machinery, hides and miscellaneous cargo. We have no 
power to summarily close down a warehouse. All we can do is to make 
seizures of adulterated shipments and shipments which have been 
stored under insanitary conditions and prosecute the offenders. Have 
you ever visited or inquired into the condition of the warehouses in 
which you store your goods? You might be surprised at some of the 
conditions of storage in some of the establishments that accept food 
shipments for safekeeping. People who would be shocked at employing 
a warehouse without a roof, because of inevitable damage from rain 
and the elements, apparently do not shrink from using a building 
without a sound foundation, where the rats run in and out at will. In 
other cases, seizures have resulted from progressive infestation of lots 
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by insects which hatched out in the product after entry. Spices are 
natural products, and absolute freedom from all insect life may not 
be attainable. In some shipments, where there are no visible adult 
insects present, there may be insect eggs which were not killed by 
fumigation. The eggs may hatch under favorable circumstances, and 
the whole cycle of insect development will begin all over again. In 
such instances, preventive fumigation is needed from time to time. 
This is often neglected. The fumigation done during reconditioning 


operations just won't last forever. 


The Reason—Protection of Public 


Thus, it can be seen that since the public has the right to protection 
against adulterated food, some seizures are necessary. The public has 
not lost the right to this protection because an import lot was released 
at the time of entry. There may be an apparent conflict of interests, 
but the right of the public is paramount. However, the removal of 
such shipments from the channels of trade results in benefit to all. It 
helps maintain the high quality you desire and strive for. 

In closing, | am taking the liberty of “borrowing” a story from 
Deputy Commissioner George P. Larrick : 

One summer night, Riley, strolling down the boardwalk in At 
lantie City, noticed a flamboyant sign advertising the alleged ability 
of a fortuneteller to reveal the past, present and future. He told a 
friend who was with him that he was going in and ask the crystal 
gazer if another friend, Sullivan, who had recently died, had got to 
Heaven. 


He proceeded into the darkened consultation room and, after the 


payment of an appropriate fee, inquired as to the whereabouts of Sul 


livan. After several minutes of intensive gazing into the crystal ball, 
the fortuneteller announced that she could see Sullivan clearly and 
that he was at a place some 30 miles from Heaven. Riley asked in 
what direction Sullivan was traveling. The fortuneteller told him 
he would have to return for another visit to find out. 

In talking to you this morning, I have returned for my second 


visit and | am glad to say to you that ASTA ts headed in the right 


direction. [The End] 
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Name of Spice 
Allspice 

Anise Seed 

Bay leaves 
Caraway Seed 
Cardamon Seed 
Celery Seed 
Cassia 

Chillies 

Cloves 
Coriander Seed 
Cumin Seed 
Dill Seed 
Fennel Seed 
fenugreek Seed 
(singer 
laurel Leaves 
Mace 
Marjoram 
Molle 
Mustard 


Nutmegs 


Seed 


Seed 


Oregano 
Paradise Seed 
Paprika 
Pepper Black 
Pepper White 
Poppy Seed 
Rosemary leaves 
Saffron 

Save 

Sesame Seed 
Thyme 


burmcric 


PICTURE 


Appendix—Detentions 


July 1, 1952—May 1, 1953 (10 Months) 


Number of Vuimnber 


(mts 


Number of 
I ots 


Pounds 


bags 


bales 


1 HO6.855 


O18 300 


74173, 100 


1.82? 620 


5.543.300 
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When the drug was added to the list 
of drugs which can only be sold after 
certification, the chemical structure of 
aureomycin had not been ascertained. 
Thus, the only term which would iden- 
tify the drug was “aureomycin.” 

The chemical structure of the drug 
has now been ascertained. It is agreed 
among chemists that the name “chlor- 
tetracycline” is accurately descriptive 
of the antibiotic. 

The firm which owns the patent as- 
serts that it will be deprived of what 
it believes to be its rightful ownership 
of the name “aureomycin” if the term 
“aureomycin” continues to be used to 
describe the drug in the Federal Food, 
Drug, and Cosmetic Act. 


“ 


As a matter of principle, we believe 
that, when possible, it is desirable to 
designate drugs in the act by terms 
descriptive of their chemical structure 
rather than by fanciful trade names. 

We would, therefore, 
that the bill be enacted by the Congress. 

We are advised by the Bureau of the 
Judget that it has no objection to the 
submission of this report and that it 
recommends that the measure be enacted 


recommend 


Sincerely yours, 
Oveta Cute Hosry, Secretary 

CHANGES IN Existing LAw 
In compliance with clause 3 of rule 
XIII of the Rules of the House of 
Representatives, changes in existing 
law made by the bill, as introduced, are 
shown as tollows (existing law pro 
posed to be omitted is enclosed in black 
brackets, new printed in 
italics, existing law in which no change 


matter 1s 


Is proposed is shown in roman) 


Feperat Foop, Druc, AND 
Cosmetic Act 


* + * 


Sec. 502 \ drug or device shall be 


deemed to be misbranded 


* * 4 


REPORTS TO THE READER—Continued from page 484 
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(1) If it is, or purports to be, or is 
represented as a drug composed wholly 
or partly of any kind of penicillin, 
streptomycin, [aureomycin] chlortetra- 
cycline, chloramphenicol, or bacitracin, 
or any derivative thereof, unless (1) it 
is from a batch with respect to which 
a certificate or release has been issued 
pursuant to section 507, and (2) such 
certificate or release is in effect with 
respect to such drug: Provided, That 
this paragraph shall not aply to any 
drug or class of drugs exempted by 
regulations promulgated under section 


507 (c) or (d). 
* * * 


CERTIFICATION OF DRUGS CONTAINING PENI 
CILLIN, stREPTOMYyCIN, [AuREOMycIN] 
CHLORTETRACYCLINE, CHLORAMPHENICOL, 


OR BACITRACIN 

Sec. 507. (a) The Federal Security 
Administrator, pursuant to regulations 
promulgated by him, shall provide tor 
the certification of batches of drugs 
composed wholly or partly of any kind 
of penicillin, streptomycin, [aureomy- 
cin] chlortetracycline, chloramphenicol, 
or bacitracin, or any derivative thereof 
A batch of any such drug shall be 
certified if such drug has such charac- 
teristics of identity and such batch has 
such characteristics of strength, quality, 
and purity, as the Administrator pre 
scribes in such regulations as necessary 
to adequately insure safety and efficacy 
of use, but shall not otherwise be cet 
tified. Prior to the effective 
such regulations the Administrator, in 
lieu of certification, shall issue a_ re- 
lease for any batch which, in his judg 
be released without risk as 


date of 


ment, may 
to the safety and 
Such release shall prescribe the 
of its expiration and other conditions 


to be effec 


of its IS¢ 


efficacy 
date 
under which it shall cease 
tive as to such batch and as to portions 
thereot 
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